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FRIDAY, AUGUST 25, 1978

highlights

SUNSHINE ACT MEETINGS ....ccccccsussaccscencns 38165 -

MEDICARE-MEDICAID PROGRAMS

HEW/HCFA announces Intention to Issue regufations on hos-
pital insurance, provider relmbursement, and institutional care
(4 documents) 38058

EMPLOYEE BENEFITS

Labor/FCCPO proposes rules on equality of fringe bensfits for

men and women; comments by 10-23-78 ....c.creeeeercrcrccerecee. 38057
Labor/W&H proposes amendment to interprelation on equal
benefits for men and women; comments by 10-23-78 38029
Labor/PWBP proposes to amend summary annual report re-
quirements; comments by 10-10-78 38032
EMPLOYEE RETIREMENT BENEFIT PLANS

Treasury/IRS Issues regulations on annual registration require-
ments 38002
SUNSCREEN DRUGS

HEW/FDA proposes establishment of conditions for the safe-

ty, effectiveness, and labeling of over-the-counter produsts;
comments by 11-24-78 (Part I! of ths issu) «ccereececeeceeer. 38206
NONDISCRIMINATION IN EMPLOYMENT :
EEOC/CSC/Justice/Labor adopt uniform guidélines on em-

ployee selection procedures; effective 9-25-78 (Part LV of this

Issue) 38290
CHILD CARE FOOD PROGRAM

USDA/FNS provides for funds to be used in audits of partici-

pating child care Institutions; effective 8-25-78 ..oeeererere.. 37979
VETERANS BENEFITS

VA Issues policy slatements and procedures for educational

loan program; comments by 9-25-78 ~. 38046
MEDICAL ASSISTANCE

HEW/HCFA proposes regulations on administration of grants

to medicald State agencies; comments by 10-24-78 (Part V of

this issue) 38345
FINANCIAL ASSISTANCE PROGRAMS
HEW/SSA proposas regulations on administration of grants to

States; comments by 10-24-78 (Part V of this issue) 38318
SOCIAL SERVICES PROGRAMS

HEW/HDSO proposes administration of grants; comments by
10-24-78 (Part V of this Issus) : 38326

CHILD SUPPORT ENFORCEMENT PROGRAM
HEW/Offica of Child Support Enforcement proposes regula-

tions on administration of grants to States; comments by
10-24-78 (Part V of this issue) 38337

CONTINUED INSIDE
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INFORMATION AND ASSISTANCE

Questions and requests for specific information may be directed to the following numbers. General inquiries may be

~made by dialing 202—523-5240

FEDERAL REGISTER, Daily Issue:
Subscription orders (GPO) .,............
Subscription problems (GPO)..........
“Dial - a - Reg” (recorded sum-

mary of highlighted documents
appearing in next day’s issue).
Washington, D.C. ......cccievcsarns
Chicago, Il :
Los Angeles, Calif .....cocosuenenes
Scheduling of documents for
publication.

202-783-3238
202-275-3050

202-523-5022
312-663-0884
213-688-6694
'202-523-3187

Photo copies of documents appear- 523-5240
ing in the Federal Register.
Corrections 523-5237
Public lnspecﬁon 1D =15] SO 523-5215
Finding Aids.. 523-5227
Public Briefings: “How To Use the 523-3517
Federal Register.”
Code of Federal Regulations (CFR) 523-3419
523-3517
Finding-Aids 523-5227

PRESIDENTIAL PAPERS:

Executive Orders and Proclama- 523-5233
tions.

Weekly Compilation of Presidential 523-5235

Documents. i

Public Papers of the Presxdents ...... 523-5235

Index 523-5235
PUBLIC LAWS:

Public Law dates and numbers....... 523-5266

523-5282

Slip Laws 523-5266

) 523-5282

U.S. Statutes at Large.....cceceeecseranae 523-5266

523-5282

Index 523-5266

523-5282

U.S. Government Manual.........cceeee 523-5230

Automation - 523-3408

Speclal Projects 523-4534

HlGHLIGHTS—ContInued

POLYCHLORINATED BIPHENYLS (PCB’s)

~ EPA clarifies previous proposal on manufacturing, processmg.
distribution, and use bans.....

DRUG LABELING

8087

HEW/FDA adopts rule requ'iring manufacturers of prescription _

drugs to include certain information on labels; effective
8-27-79
COAL MINING

Interior/SMREO issues technical guidelines on alluvial valley
ﬂOOYS‘ comments by 10-23-78; hearings on 10-13-78 w..ueee

* SECURITIES

SEC proposes adoption of form to establish levels for non-
member broker-dealer assessments for the current fiscal year;
comments by 9-8-78

. FOOTWEAR FROM REPUBLIC OF CHINA AND

KOREA

37985

38035

38026

Office of Special Representative for Trade Negotiations an-

nounces orderly marketing agresments
TRIGGER PRICE-MECHANISM FOR COLD
FINISHED BARS

Treasury announces a new effective date-of 10-1-78.............

ENVIRONMENTAL IMPACT STATEMENTS

CAB announces intention to revise environmental regulation .

ANIMAL DRUGS
HEW/FDA approves safe and effective use of sterile anoxicil-
lin trihydrate for suspension in treating certain bacterial infec-
tions in dogs and cats; effective 8-25-78...

esconeserresrens

38142

38155

38025

.. 38000

. brackets; comments by 9-25-78

RURAL ELECTRIFICATION

USDA/REA proposes specifications for insulator support
38015

38014

USDA/REA proposses specifications for pole top pins; com-
ments by 8-25-78 -
1979 FEED GRAIN PROGRAM

USDA/ASCS/CCC proposes determinations for com, sor-
ghum, barley, and cats; comments by 10-10-78

MEDICAL DEVICES

HEW/FDA establishes procedures for listing of devices; effec-.
tive 10-10-78

INCOME TAX

Treasury/IRS issues proposed regulations on minimum fund-
ing standards—asset valuation; comments by 10-23-78 .........

CANNED FREE STONE PEACHES

USDA/FSQS proposes change to grading standards; com-
ments by 12-31-78

FEDERAL PROPERTY MANAGEMENT

38013

37990

38027

38015

*GSA amends rules on applicant eligibility for donation of

surplus personal property for certain public and nonprofit -
activities; effective 8-25-78

WELFARE REFORM EMPLOYMENT
DEMONSTRATION PROGRAM

Labor/ETA announces its selection of pime sponsors to
operate pllot projects under the program
INCOME TAX

Treasury/IRS gives nolice of proposed revision of employer’s
gnynum Federal unemployment tax retumn for 1979; comments’
11-2-78

38008

38122

38027

-7 FEDERAL REGISTER, VOL. 43, NO. 166—FRIDAY, AUGUST 25, 1978 ’ iii



HIGHLIGHTS—Continued

CREDIT UNIONS

NCUA establishes limits on loan origination fees chargeable to
borrowers; effective 9-25-78 37984

COMMUNITY FACILITY LOANS

USDA/FmHA amends rules on construction contracts; effec-
tive 8-25-78 37983

CHILD NUTRITION PROGRAMS

USDA/FNS adopts interim rule on gathering racial and ethnic

data of applicants for free and reduced price meals .........ceun.. 37980
PRIVACY ACT

DOD/Army publishes new system of records; comments by
9-24-78; effective 9-24-78 38070
Justice/Agriculture publishes new system of records; com-

ments by 9-25-78 38120

NATIONAL FOREST TIMBER SALES

Agriculture/FS issues rule on contract conditions; effective

8-25-78 38008
MEETINGS— ,

CRC: Arkansas Advisory Committee, 8-30-78..........cecervseneee 38068
Kentucky Advisory Committee, 9-15-78....
Michigan Advisory Committee, 9-14-78
Minnesota Advisory Committee, 10-13-7

Texas Advisory Committee, 9-12-78 ........ .. 38068

Virginia Advizory Commiittee, 9-27-78.......ccceuerseeruscrseseress 38068
Commerce/NOAA: Mid-Atlantic Fishery Management Coun-

cil, 9-12-78 38069

DOE: Nuclear Waste Management, 8-30-78 .......ccccvevcasenncs 38082

HEW: Federal Council on the Aging, Special Aging Popula-
tions Committee, 9-15-78 38114
National Advisory Council on Services and Facilities for
the Developmentally Disabled, 9-11 thru 9-13-78 ........ 38115
OE: National Advisory Council on Education of Disadvan- ‘

taged Children, 9-15 and 9-16=78 ...ccuusmmmcarissansnsesss 38115
SSA: Advisory Council on Social Security and the Panel of
Actuaries and Economists, 9-19-78 ... ORI | & |
Labor/BLS: Business Research Advisory Council, Commit-
tee on Manpower and Employment, 9=14-78......cuuicee 38122
NRC: Decommissioning criteria for nuclear. facilities,
10-18-78 38025
SBA: Region V Advisory Council 9-12-78 and 9-14~78 (2
documents) 38148, 38149
Region VI Advisory Council, 10-5-78 (2 documents) ... 38149
Region X Advisory Council, 9-22-78 ... 38749
HEARINGS—
Treasury/IRS: Provisions governing solicitation and advertis-
ing by practitioners before the IRS, 9-26-78 ... 38045
SEPARATE PARTS OF THIS ISSUE
Part Il, HEW/FDA 38206
Part lll, Labor/ESA 38272
Part IV, CSC, EEQG, Justice, Labor 38290
Part V, HEW/SSA, HDSO, Child Support Enforcement Office,
HCFA 38318, 38326, 38337, 38345
Part VI, DOE/BPA. ... . 38356

remincers
(The items in this list were editorially compiled as an aid to FEDERAL REGISTER users. Inclusion or exclusion from this list has no legal
significance. Since this list is intended as a reminder, it does not include effective dates that occur within 14 days of publicatfon.)

iv

Rules Going Into Effect Today

DOD/EC—Hydrologic safety; acquisition of
lands downstream from spillways ..... 35480;

8-10-78
DOT/CG—Drawbridge operation regulations;
Fox River, WiS....coccceunvenseennes 32412; 7-27-78

EPA—Pretreatment standards and general pre-
treatment regulations for existing and new
sources of poliution ............ 27736; 6-26~78

List of Public Laws

This is a continuing listing of public bills
that have become law, the text of which is
not published in the FEDERAL REGISTER.
Copies of the laws in individual pamphlet
form (referred to as “slip laws”) may-be
oobffgined from the U.S. Government Printing

ce.

[Last Listing: Aug. 23, 1978]

H.R. 2777 . Pub. L. 95-351
“National Consumer Cooperative Bank Act”.
(Aug. 20,1978; 92 Stat. 499). Price: $.80.
H.R. 10787 .ccceverrcierecrssncrsnssaes Pub. L. 95-352
To authorize appropriations for activities and
programs carried out by the Secretary of
the Interior through the Bureau of Land
Management. (Aug. 20, 1978; 92 Stat.
515). Price: $.50.
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AGING, FEDERAL COUNCIL
Notices
Meetings:

Special Agmg Populations
Committee ....ceeecvrnceccsrssssenenes

AGRICULTURAL MARKETING SERVICE
Rules
Grapes (Tokay) grown in Calif.. 37981
Lemons grown in Ariz. and -

Calif 37981
Potatoes (Irish) grown in Colo .. 37982

. AGRICULTURAL STABILIZATION AND
CONSERVATION SERVICE

Proposed Rules

Feed grain program, 1979 re-
publication

AGRICULTURE DEPARTMENT

See Agricultural Marketing
Service; Agricultural Stabili-
zation and Conservation Serv-
ice; Commodity Credit
Corporation; Farmers Home
Administration; Food and Nu-
frition Service; Food Safety
and Quality Service; Forest
. Service; Rural Electrification
Administration.

AIR FORCE DEPARTMENT

Notices

Environmental statements;

availability, etc.:
Goodfe]lowAFB TeX corersenssans

ALCOHOL, TOBACCO AND FIREARMS
BUREAU
Notices B
Authority delegations:
Assistant Director, Regula-
tory Enforcement; distribu-
tion and use of tax-free alco-
hol; correction ......ceecesccnneenes
Assistant Director, Regula-
tory Enforcement; formulas
for denatured alcohol and
TUmM; COITECtioN ..uccvcrersccnnsrsanes - 38149

ARMY DEPARTMENT

Notices »

Environmental statements;
availability, ete.:
Tooele Army Depot, Utah ......
Privacy Act; systems of rec-
ords 38070

BONNEVILLE POWER ADMINISTRATION

Notices

Environmental statements;
availability, ete.: )
¢ Bonneville Power Administra-
tion; proposed 1979 whole-

-38013

38150

38071

sale rate INCrease ....cesecencueres 38356
Rates, wholesale power; inqui-
Ty 38356

contents

CHILD SUPPORT ENFORCEMENT OFFICE ~

Proposed Rules

Child support enforcement pro-
gram, grants to States......c.eee.. 38337

CIVIL AERONAUTICS BOARD

Proposed Rules
National Environmental Policy
Act; implementation; advance
notice
Notices
Hearings, etc.:
California-Arizona low {fare
route proceeding ...occceeeesascsnes
Continental Air Lines, Inc ......
Louisville-Kansas City non-
stop route investigation....... . 38067

38025

38064
38066

_ CIVIL RIGHTS COMMISSION .

Notices
Meetings, State advisory com-
mittees:

Arkansas
Kentucky
Michigan
Minnesota
Texas
Virginia

CIVIL SERVICE COMMISSION

Rules .

Employee selection procedures;
uniform guidelineS...cocesessases .

Excepted Service:

Arts and Humanities, Nation-
al Foundation ....ceeeecesecseies

COMMERCE DEPARTMENT

See also Industry and Trade Ad-
ministration; National Ocean-
ic and Atmospheric Admin-
i{stration.

Notices

Organization and functions:
Industry and Trade Adminis-
tration; correction .....cccreencne

COMMODITY CREDIT CORPORATION
Proposed Rules

Feed grain program, 1979; re-
publication

DEFENSE DEPARTMENT
See Air Force Department;

38068
38068
38068
38068
38068
38068

38310

37979

38013

" Army Department.

ECONOMIC REGULATORY
ADMINISTRATION

Notices
Crude oil, domestic, allocation
program; 1978; entitlement
notices:
June

38072

EDUCATION OFFICE

Notices
Meetings:
Education of Disadvantaged
Children National Advisory
Council

EMPLOYMENT AND TRAINING
ADMINISTRATION

Notices
Comprehensive  Employment
and Training Act programs:
Employment opportunities pi-
lot program site selection.....
Employment transfer and busi-
ness competition determina-
tions; financial assistance ap-
plications

EMPLOYMENT STANDARDS
ADMINISTRATION

Notices

Minimum wages for Federal and
federally assisted construc-
tion; general wage determina-
tion decisions, modifications,
and supersedeas decisions
(Ariz., Calif., Conn., Del., Fla.,
La., Minn., N.J., TeX.) ccecccrceceee

ENERGY DEPARTHMENT

See also Bonneville Power Ad-
ministration; Economic Regu-
latory Administration;
Federal Energy Regulatory
Commission.

Notices

Meetings:
Nuclear Waste Management... 38082

ENVIRONMENTAL PROTECTION AGENCY

Rules
‘Water pollution control:
Hazardous substances; deter-
mination of harmful quanti-
ties; delay of effective date .
Proposed Rules
Alr quality implementation
plans; approval and promul-
gation; various States, etc.:
Arizona
California
Alr quality = implementation
plans; enforcement by State
and Federal governments
after statutory deadlines:
Kentucky 38055
Indiana 38054
Ohio (2 documents) ...... 38050, 38056

38115

38122

38122

38272

38008

38049
38049

. Toxlc substances:

Polychlorinated Biphenyls
(PCBs); manufacturing, pro-
cessing, distribution, and

use ban; clarification............. 38057
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Notices

Air pollution; ambient air moni-
toring reference and equiva-
lent methods applications:

Sulfur dioxide analyzer ...........

Pesticide registration applica-
tions
Pesticide registration applica-
tions; correction .......ccevevenees
Pesticides; tolerances, reglstra-
tion, etc.:

Butachlor

2-((4-Chloro-6-(ethylamino)-s-
triazin-2yl)amino)-2-methyl-
propionitrile, etc ....

CIDIAL E-4

Ferriamicide....cceeeerecssserane

Toxic and hazardous substances
control:

Polychlorinated Biphenyls
(PCBs); approved disposal
facilities, list .......... sessnnssnrasssces

Water pollution control; safe
drinking water; public water
systems designations:

Arizona, 38083

EQUAL EMPLOYMENT OPPORTUNITY

COMMISSION

Rules

Employee selection procedures;
uniform guidelines.....ceseecssesnes
FARMERS HOME ADMINISTRATION
Rules
Loan and grant programs
(group):

Community facility loans;
construction project sure-
ties; interim rule.....ccceceernernes

Notices
Disaster and emergency areas:

Iowa

Kansas ;

MassachUSetts weweeiesseesseesaserseene

Nebraska

Texas

FEDERAL COMMUNICATIONS
COMMISSION

Proposed Rules

FM broadcast stations; table of
assignments:
Texas
Virginia
Notices
Employment nondiscrimina-
tion; memorandum of under-
standing with EROC ....... resranaee
Hearings, etc.:
Blair County Broadcasters,
Inc.
Gould, Albert H ....ccoeervvenecrenene
Gulf Coast Communications,
Inc., et al
Rulemaking- proceedings filed,
granted, denied, ete.; petitions
by various companies (2 docu-
ments) ........ reresessnsersasannse 38088, 38090

FEDERAL CONTRACT COMPLIANCE
PROGRAMS OFFICE

Rules

Employee selection procedures;

38088
38085
38084

38085

38085
38084

saceescrsensernnssessirsensanes

38087

38312

37983

38063
38063
38063
38063
38064

38060

38109

38093
38093

38094

uniform guidelines........cceeeeerean . 38314 -

38084

38058

CONTENTS

Proposed Rules

Sex discrimination guidelines:
Employee benefits ...cceereeene

FEDERAL DISASTER ASSISTANCE
ADMINISTRATION

Notices

Disaster and emergency areas:
New York

Téxas (4 documents)..... 38116,

FEDERAL ENERGY REGULATORY
COMMISSION

Notices

Natural gas companies:
Certificates of public conven-
ience and necessity; applica-
tions, abandonment of serv-
ice and petitions to amend...
Small producer certificates,
applications .......ceeereeeesnne

‘FISH AND WILDLIFE SERVICE

Rules

Hunting: .
Medicine Lake National Wild-
life Refuge, Mont
National Elk Refuge, Wyo
Ravalli National Wildlife Ref-
uge, Mont ....iceeeeinccnerecneenenes
Migratory bird hunting:
Seasons, limits, and shooting
hours establishment, etc.;

correction ........ eesersnssesens
Notices
Pipeline applications:

Kenai National Moose Range,
Alaska,

FOOD AND DRUG ADMINISTRATION

Rules

Animal drugs, feeds, and related
products:
Sterile amoxicillin
drate
Drug labeling; human drugs:
Prescription drug dispensing
container requirements........

thihy-

‘ Medical devices; biological prod-

ucts, ete.:
Device listing procedures ........
Proposed Rules
Human drugs:
Over-the-counter drugs; sun-
screen products; monograph

establishment ........cccoeeerunee
FOOD AND NUTRITIO“J SERVICE
‘Rules

Child nutrition programs:
Child care food programs; au-
dit funds
Meals and free milk in schools;
racial or ethnic identifica-
tion

38057

38115
38117

38077
38080

38011
38011

38010

38010

38120

38000
3'7985

37990

38206

37979

37980

FOOD SAFETY AND QUALITY SERVICE

. Proposed Rules

Peaches, canned freestone;
grade standards ........c...

38015

FOREST SERVICE
Rules

Timber, sale and disposal:
Contract conditions; pay-
ment guarantees, letters of
credit

GENERAL SERVICES ADMINISTRATION
Rules
Property management; FPederal:

Donation of personal proper-
© ty; eHEIbItY oviveerensecssesencrsonns

HEALTH CARE FINANCING
ADMINISTRATION

Proposed Rules

Aged and disabled health insur-
ance and medical assistance
programs: )

Skilled nursing and intermedi-
ate care facilities; conditions
of participation; advance no-
tice

Aged and disabled, health insur-
ance for:

Hospital insurance; entitle-
ment, deductible, and coin-
surance requirements;
advance NotiCe . .avcnienesessasse

Hospitals; conditions of par-
ticipation; advance notice ....

Provider reimbursement re-
view board decision, review;

advance Notice....ccceineess 38058

Medical assistance programs:

- Grants to StateS..ueiiiias 38345

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT

See also Aging, Federal Council;

Child" Support Enforcement
Office; Education Office;
Food and Drug Administra-
tion; Health Care Financing
Administration; Human De-
velopment Service Office; So-
cial Security Administration.

Notices

Meetings:
Services and Facilities for De-
velopmentally Disabled Na-

tional Advisory Counecil ,...... 38115

HOUSING AND URBAN DEVELOPMENT
DEPARTMENT

See also Federal Disaster Assist-
ance Administration.

Notices

Authority delegations:
Assistant Secretary for Neigh-
vorhoods, Voluntary Asso-
ciations and Consumer
Protection; energy efficient
performance standards for
buildings

Proposed Rules
Social services programs:

Grants £to States....ieni. 38326

vi FEDERAL REGISTER, VOL. 43, NO. 166—FRIDAY, AUGUST 25, 1978
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INDUSTRY AND TRADE .ADMINISTRATION
Notices )
Organization and functions:

Export Development Bureau.. 38069
INTERIOR DEPARTMENT

See Fish and Wildlife Service;
Land Mandgement. Bureau;
Surface Mining Reclamation
and Enforcement Office.

INTERNAL REVENUE SERVICE

Rules
Procedure and administration:
Employee retirement benefit
plans; annual registration ... 38002
- Proposed Rules i
Income taxes:
Minimum funding standards-
asset valuation .....eeeenes asesers
Notices T

. Form 940 (employer’s annual
Federal unemployment tax re-

38027

tUIn); INQUITY - cccnsecrensennse woesnnens 38150
INTERSTATE COHMERCE COMMISSION
Notices
Hearmg assignments .......ccceeinerens 38155
Motor carriers: -

Property broker special licens-

ing; apphcatmns ................... ‘38156
Railroad car service rules, man-

datory; exemptions ........ccceeceeee 38155
Railroad operation, aquisition,

construction, ete.:

Atchison, Topeka & Sa.nta. Fe

RailWay CO ..cevsecncriscsssrconssasen 38156
Chicago & North Western
*  Transportation Co. (2 docu-
ments) 38157
Chicago, Milwaukee,. St. Paul
& Pacific Railroad' Co. (4
documents)...eceerescscsans 38159-38161
Chicago, Rock Island & Pacif-
ic. Railroad Co. (3 docu-
MeNnts).iuecccienssercncecenes 38158, 38159
Hlinois Central Railroad Co ... 38161
Soo Line Railroad Co. (4 docu-
MENES).ouereenecscssressscanassce 38162, 38163
Southern Pacific Transporta-
tion Co 38164
- JUSTICE DEPARTMENT
Rules
Employee selection procedures, .

uniform guidelines.......ccevsnecseiee 38311
Notices
Privacy Act; systems of rec- :

ords... 38120

LABOR DEPARTMENT

See also Employment and Train-
ing Administration; Employ-
ment Standards Admin-
istration; ¥ederal Contract
Compliance Programs Office;
Labor Statistics Bureau; Pen-
sion and Welfare Benefit Pro-
grams QOffice; Wage and Hour
Division. -

_CONTENTS

Notices

Adjustment assistance: .
Alberto, INC ...eiesecnes aeeseessenssnsers 38125
Altoona Shoe, INC...ceicssesees 38125
ASAR Co,, Inc,, et al,; correc-

tion 38140
Bloomsburg Mills, Inc., et al .. 38137
Cleveland Cap SCreW..ceeeiseee 38126
Driver, Wilbur B,, Co...... . 38135
Eastside Spor&wear, Inc ceeeee . 38137
Formflex Foundations, Inc .... 38127
George’s Manufacturing Co.,

Inc 38138
Glorla Coat COID ..ieverersanne sesseee 38127
Hanna Nickel Mining Co., et

al .. . 38128
International Mill Service,

Inc 38129
Jarmel Fabrics, Inc..... .. 38129
‘Kennecott Copper Corp ...... e 38125
Kennecott Refining Corp........ 38129
L & S Fashions, INC ....cceerrerennee 38130
Manufacturing Group Inc...... 38130
Miami-Inspiration = Hospital

Inc 38131
Moody IT 38138
Potts, Horance T., Steel Serv-

ice Center ..o 38131
RCA Corp 38139
Renco Manufacturing, Inc ... 38132
Rockland Weaving.....eee. . 38132
Rosemary Fashion Coat Co.... 38132

" Saltz, Frank & Sons, INC ... 38138
Sharon Steel COID wucouirresses e 38140
United SPOrtSWEAr ......coceencrne 38133

- United States Steel.Corp. (4

documents) ...... 38133, 38134, 38140
Victory Beetf Co., Inc ... vesses 38134°

. Westinghouse Electric Corp... 38135
Zarnas, G. C. & Co., InC....cceeeee 38127

Authority delegations:
Labor-management relations

. program 38136

LABQR STATISTICS BUREAU

Notices

Meetings:

Business Research Advisory

Council 38122

LAND MANAGEMENT BUREAU

Rules

Land use permits, special; cer-

~ tain provisions removed; cor-
rection 38009

Notices

Airport leases:

Nevada 38120
_ Alaska Native selections; appli-
cations, ete.; correction ........... 38117

Applications, etc.:

New Mexico (7 documents)..... 38117,
38118
Wyoming (2 documents).......... 38119

Coal leases: -

North Dakota ....ceeee vessessenes aesases 38119

MANAGEMENT AND BUDGET OFFICE
Notices

Clearance of reports, list of re-

quests 38141

NATIONAL CREDIT UNION -
ADMINISTRATION
Rules
Federal Credit Unions; organi-
zation and operations:
Loan origination fees................ 37984

NATIONAL OCEANIC AND ATMOSPHERIC
ADMINISTRATION

-Notices . -~

Meetings:
Mid-Atlantic I-‘ishery Manage-
ment Council ......ccceccecccreceer. 38069

NUCLEAR REGULATORY. COMMISSION

Proposed Rules
Byproduct material, source ma-
terial, and production and
utilization facilities licens-
ing, etc.s
Decommlsioning criteria for
nuclear facilities; meeting....

Notices

Applications, etc.:
Metropolitan Edison Co. et
al

Regulatory guides; issuances
- and avallability....cuecrsessscsssesense

PENSION AND WELFARE BENEFIT
PROGRAMS QFFICE -

Proposed Rules
Reporting and disclosure re-
quirements:
Annual report, summary .........

POSTAL SERVICE
Proposed Rules

Postal Service Manual:
Business reply mail; use by
:gederal agencies; correc-
on

RURAL ELECTRIFICATION
ADMINISTRATION .

Proposed Rules

Electric borrowers:
Insulator support brackets for
narrow profile construction
“(Specification D-19) .............
Pole top pins (Specification
D-3)

SECURITIES AND EXCHANGE
COMMISSION

Proposed Rules

Securities Exchange Act: i
Brokers and dealers, SECO; -
reporfs and annual assess-

ments

Notices

Hearings, etc.:
Burdox, Inc
First Multifund for Daily In-

come, Inc
Graham magnetics, Inc ..cceeeee
Harte-Hanks Southern Com-
munications, INC ..ccececeraree
Investors Diversified Serwces
Inc., et al
Ia Crosse Cooler Holding
Corp

38025

38141
38140

38032

38049

33015
38014

38026

38142

38143
38144

38145
38145
38146
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New Orleans Public Service,

Inc ; 8147
SMALL BUSINESS ADMINISTRATION
Notices
Applications, etc.:

Alliance Capital Corp....ccceeeeeee 38148
Disaster areas:

New York 38149

South Dakota ..ccueereenns ressreenseses 38149
Meetings, advisory councils:

Columbus 38148

Dallas 38149

Lubbock 38149

MiInneapolis ...eeieesssessanses resssenens 38149

Portland 38149

SOCIAL SECURITY ADMINISTRATION
Proposed Rules )
Financial assistance programs:

Grants to States.....ceeuen eeenteense 38318
Notices
Meetings: .
Social Security Advisory
Council 38115.

vili

CONTENTS

SURFACE MINING RECLAMATION AND
ENFORCEMENT OFFICE
Proposed Rules
Performance standards:
General; alluvial valley floors
technical guidelines and
.hearing

TRADE NEGOTIATIONS, OFFICE OF
SPECIAL REPRESENTATIVE
Notices

Marketing agreements; U.S. and
listed countries:

China, Republic of, and Ko-

rea '

38035

38142

TREASURY DEPARTMENT

See also Alcohol, Tobacco and
Firearms Bureau; Internal
Revenue Service.

Proposed Rules
Practice before, Internal Reve-
nue Service; advertising and
solicitation; hearing...cuseien
Notices
Steel mill products, imported:
Trigger price mechahism
and extras; effective date
change

' VETERANS ADMINISTRATION

Proposed Rules
‘Medical benefits; Czechoslovak-
ian and Polish veterans ...c.....
Vocational rehabilitation and

education:
Education loan program ...

WAGE AND HOUR DIVISION
Proposed Rules

Equal Pay Act; employee bene-
fits
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list of cfr parts affected in this issue

The following numerical guide is a list of the parts of each title of the Code of Federal Regulations alfected by documents published in today’s issue. A
cumulative list of parts affected, covering the current month to date, follows beginning with the second issua of the month.
A Cumulative List of CFR Sections Atfected is published separately at the end of ezch month. The gu'da 'sts the pans and sectons atfected by documents
published since the revision date of each title.

5 CFR
213

300

7CFR
226

245

910,

926..

948 . .

1933

Prorosep RuLEs:

728

1421

1701 (2 documents) ....

- 2852

10 CFR

PROPOSED RULES:

30

40

-50

70

12CFR
701

14CFR -

Proprosep RULES:

312

17 CFR

PROPOSED RULES!

249

21 CFR
201

207

314

539

540

607

807

37979
38290

37979
37980
37981
37981
37982
37983

38013
38013

, 38015

38015

38025 °

38025
38025
38025

-37984

38025

38026

37985
37997
37985
38000
38000
37997
37997

21 CFR—Continued
ProPOSED RULES:
352

26 CFR

301

ProprOSED RULES:
S

28 CFR
50

29 CFR
1607

PROPOSED RULES:
800

2520

30 CFR

PRrROPOSED RULES:
715

31CFR

Proprosep RULES:
10.

36 CFR
223

38 CFR

PropPOSED RULES:
17

21

39 CFR

Pnop_osx-:n RULES:
111

40 CFR .
118

38206

38002

38027

38290

38290

38029
38032

38035

38045

38008

38046

38046

38049

38008

40 CFR—Continued

PROPOSED RULES:
52 (2 documents)......cceerveeee.. .. 38049
65 (4 documents)......... 38050-38056
761 38057

41 CFR

60-3 38290

101-44 38008

PROPOSED RULES:

60-20 38057

42 CFR -

ProrOSED RULES:
201 . 38345
204 38345
205 38345
213 38345
405 (4 documents)........... eeeeee 38058
430 38345
449 38058

43 CFR

2920 38009

45 CFR

PRrOPOSED RULES: .
200 38318
201 (2 documents) ...... 38318, 38326
204 38326
205 38318
213 (2 documents) 38318, 38326
228a 38326
300 38337
301 38337
304 38337

47 CFR

PROPOSED RULES: )
13 (2 documents) ........ 38058, 38060

50CFR .

20 38010

32 (3 documents).....c.cec..... 38010, 38011

ix
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CUMULATIVE LIST OF CFR PARTS AFFECTED DURiNG AUGUST

’ The following numerical guide is a list of parts of each title of the Code
of Federal Regulations affected by documents published to date during

August.:
1CFR
Ch. 1 33675
3CFR
PROCLAMATIONS:
4580 34753
4581 35461
4582 35463
4583 35465
4584 35467
4585 36879 .
4586 36881
4587 36883
4588 37159
4589 37417
REORGANIZATION PLANS:
No. 2 of 1978 36037
ExXECUTIVE ORDERS:
11512 (Revoked by EO 12072).... 36869
11861 (Revoked by EO 12076).... 37161
12072 36869
12073 368173
12074 36875
12075 36877
12076 37161
12077 . 37163
5 CFR .
213 33675,
34427, 34428, 35017, 35645, 36043,
36591-36593, 37979

300 P 38290
315 34428
316 34429
890 35017
891 35018 .
PROPOSED RULES:

297 35721

113 A 33732

890 35046, 35047
7CFR .
2 37419
15 34755 .
210 37165
226 37979
235 37170
245 37980
275 - 35645
301 36043
354 34429
401 36423
417 36423
661 34755
725 36044
792 33676

908.......... s 34103, 35469, 36428, 37679

910..ceeveresnsucns 34430, 35646, 36593, 37981
919 34103
926 35259, 37981
930 34104
945 33676
948 37982
967 35019
981 36593, 36885
991 36044

7 CFR—Continued 10 CFR—Contlﬁued
1036 33897 ProPOSED RULEs--Continued
1040 36045
1071 36235 g 36331, 38028
1421 34757, 36046 205 36204
1427 ueeesricrasnesssssesaes 34104, 34762, 36236 210 34786
1430 31l 211 34786, 36264
4 354 212 341786, 36264
1701 35647 440 34403
1806 34430 473 37903
1904 36594 500 36280
1918 36885 . 800 36063
1924 36885 1022 36461
1933 o 37983
1945 35648, 36594 12CFR
1980 . 35661 gqq 33899
PROPOSED RULES: 22(13 ...... ressansensenssnsnanes 34111, 350285, 3225:13.
722 ; 35053 261b 3448
728 cvuerrsesssrsessens 34483 37458, 38013 265 34481
800° 36641 545 35260
913 34483 546 35262
927 33732 563 35202
989 33923 584 35262
993 35053 613 38428
1001 35490 6152, 36052
1004 .cueveererereineresroncoscase 35926, 36106, TOl.ccvvcccrercrssencernnnse 33899, 36239, 379084
1126 35047 oS .
421 reommeeememreeo, 37458, 38013 PR°§25E” RuLEs 26261
1430 . 34488 Pryd 26461
1701 ...... 35721, 36106, 38014, 38015 s63 36107
.............................. 33923, 34489 e 36107
............... 34490, 36952 811 26108
34490, 35722, 38015 612 36108
‘ 701 33029
| ggggg 13 CFR
5367, 36598 igg ggggg
36238 .
;"35259 PROPOSED RULES:
ggfgg 121 35944
14 CFR
39 34766,
33677 34770, 3547135473, 36429, 36430,
35020 37679, 37680
34430 171 34114,
36049 347170, 34771, 35474, 36431, 36432
35458, 35682 36893-36896, 37680, 37682
318 33678 173, 36896
PROPOSED RULES: 75 36892
92 33926, 34490 29 3477
‘ 97 35475, 37683
10 CFR - 202 3232
205 3
2 37430 o07 36506
35 37421
50 34764 208 36599
205 33687, 34433 213 34116
211 33gsg 214 34117, 36601
212 33689, 33694 . 216.. 34117
470... 35020 217 36602
221 34117, 34442, 36053
PROPOSED RULES: 241 36602
30 38025 249 36603
40 38025 312 34119
50 37473, 38025 371 36603
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14 CFR—Continued
372a 36603
373 36603
375 34119
378 © 36603
378a 36604
380 36604
384 34119
385 34120
389 36618
35026, 36053
1204 34122
1245 34122
ProPOSED RULES: '
Ch. 11 34788
21 36461
25 aeiecvressenenserenes 36461, 37703, 37958
39 34786, 34787
43 36461
45 . 36461
63 36464
65 36461, 36464
71 34157,

35944, 36471, 36972, 36913,
37705-37711 ’

T3 eeeerreneaens 35945
i [ J ... 34158, 35946, 36471
91 . 36461
121... 35518,
36461, 36464, 37703, 37958
127 35518, 37958
135 36461
137 37958
221 34788
241 33733
242 33733
249 33733
291 33733
302 34788
312 38025
399 ., 35490
15 CFR N
371 35027
373 35028
377 .36618
- 378 35028
379... 33699, 35029
399 33699
909. 36240
917 35029
16 CFR
1 35683
4 35683
33900,
34124, 35262, 36432, 37174, 37429
02 35684
801 34443, 36053
802 34443, 36053
803 34443, 36053
1115 34988
1209 35240
1500 33701
PrOPOSED RULES:
4 36054
13 33931,

35054, 35338 35339, 36281
36642, 36973, 37712

259 34496
423.: 27459
439 7 35341
453 34500

FEDERAL REGISTER

16 CFR—Continued
Prorosep RurLes—Continued
460 37203
461 37203
1118 35440
1306 371713
17 CFR
Ch.II 33904
1 36897
18 37431
200 36621, 36897
211 36900
229 34407
239 34412
240 33906, 34413
249 34413
PROPOSED RULES:
16 31714
32 37715
229 34415
230 35730
240 33935, 34790
241 34790
249 .evivrrinerncenns 34790, 37460, 38026
250 35490
256 35490
270 36643
18 CFR
1 35907, 36434
3 36435
35 36437
141 35911
157 36437
201 35911
216 35911 °
260 34454, 35911
803 34127
PROPOSED RULES:
2 364171
157 36471
19 CFR
4 36621
12 36054
101 36055, 36056
111 34454
112 36057
153 35262
159<‘ 37685
PRrRoPOSED RULES:
101 36108
200 34159
201 34159
20 CFR
404.uuieinecnnocsssesennns 33705, 34455, 34777
410 34778
620 36058
715 367172
717 36772
720 36772
725 36772
727 36818
Prorosep RULES:
404 35344, 36110
. 416 36478

21 CFR
5 36060
81 36061
131 36622
182 36063
184 36063
193 35915

. 201 37985
207 37997
314 37985
436 34456
446 34456
510 35685
520 35685, 36622
526 . 37170
539 38000
540 38000
558 34457, 35686
56Luuccunansasssonsassessessesn 34457, 35686, 35915
513 33707, 33708
607 37997
610 34457
640 34457
807 37997
PRrROPOSED RULES:

10 35056
16 wooreereecrssereeceene 35056, 35186, 35210
54 35210
56 35186
o1 . 35186, 35210
73 36064
170 35210
1 35186, 35210
180 35186, 35210
182 suvveresssrsessseene 34500, 35731, 36644
184 34500, 35731
186 35731, 36644
211 36644
310 35186, 35210
312 35186, 35210
314 35186, 35210
320 weovemererereneereen 35056, 35186, 35210
330 35186, 35210
347 34628
352 38206
361 35186, 35210
430 35186, 35210
431 35186, 35210
505 35731, 36645
510 35210
511 35210
514 35210
539 35731, 36645
548 35731, 36645
558 35059
570 35210
5171 35210
601 35186, 35210
610 35731
630 35186, 35210
660 35731
812 . 35056
821 36644
1003 wersernseseeserssrssreereesese 35186, 35210
1010 .. .. 35186, 35210
1308 ... resssseeres 34503, 35734
22 CFR
709 36064
23 CFR
260 35477
626 35030
630 34460
650 35031
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23 CFR—Continued
PROPOSED RULES: .
480 35008
625 37556
635 3 ‘36645
646 - 35008, 35491 -
24 CFR
81 36200
203 33906
204 33906
280 35265
570 34056
571 34751
600 o 34057
803 35162
880 y ‘ 33880
881 : 33880
883 33880
888 35162
1914 36066,-36901
1915...eiccnrcenseseeronconns 36241-36243, 36905
1917 35267-35278
1920 35916-35920
PROPOSED RULES:
570 34424
1917 35060-
35069, 35491-35502, 36478~
36485 . ©o
25 CFR
113 37175
258 35278, 37431
271 37440
272 37445
273 37445
274 37445
275 37446
276 37446
277 y 37447
PROPOSED RULES: .
41 35346
153 36647
271 37464
272 37464
273 37464
274 37464
276 eeasese 37464
277 37464
26 CFR
) R . 34128, 35279, 36244, 37450
7 35920, 36244
301 37717, 38002
PROPOSED RULES:
1 7 33936,
33937, 35735, 35949, 36111,
369717, 37204, 38027
55 37204
301 . 33937
27 CFR
4 37672
18 37180
194 37180
250 . 37180
251 : 37180
28 CFR
0 36068, 36438, 37686 _
16 36439

- 60 38290
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28 CFR—Continued

PROPOSED RULES:

Ch.V 34062

16 y 35347, 36486
29 CFR )
702 36069
89 33708
98 34462
575 36623, 37180
1607 38290
1910 35032, 35035
1928 35035
1952 34463, 36624
2520 35042
PROPOSED RULES:

800 38029

2200 36854

2201 36854

2520 38032
30 CFR
44 35687
211 37181
610 354177
PROPOSED RULES:

Ch. VI 36114

48 34504

715 38035
31CFR
PROPOSED RULES:

10 34161, 38045
32 CFR
44 36245
49 36245
56 36245
57 36245
63 36245
64 36245
71 36245
72 36245
83 36245 .
84 36245
86 36245
93 36245
95 36245
96 36245
120 36245
123 36245
125 36245
136 36245
139....: 36245
142 36245
158 36245
173 36245
178 36245
210 36245
213 36245
235 36245
240 36245
241 36245
250 36245
254 36245
265 36245
266 36245
267 36245
280 36245
294 36245
553 35043, 35922
706 33709, 36070
811a 33907

32 CFR—Continued
822 37686
837 35417
875 36924
885 35687
888 36071
952 33908
953 33912
1466 35280
PROPOSED RULES:
552 33749
553 35069, 35950
33 CFR
25 36930
110 36480
127 37689
183 36440, 36441
222 35480
PROPOSED RULES!
126 34362
128 364086
204 36283
209 34162
36 CFR
7 35482
223 38008
262 36246
PROPOSED RULES:
7 36070
21 35071
37 CFR
2 . 35482
201 35044, 37451
38 CFR
21 35280
36 37197
PROPOSED RULES: .
3 1. 34506
17 38046
21 37204, 38046
39 CFR .
PROPOSED RULES!

111 ..o wernneee 35949, 37205, 38049
40 CFR

22 34730

52 33912
33918, 34129-34131, 34463-34470,
35694, 36245, 36247, 36624-36621,
36930-36932

55 35922
60 34340, 34784
86 37970
118 36628, 38008
119 36628
162 34411, 37610
180 35309,
35696, 35697, 35923, 36628-36620
209 34132
228 33711
730 36249
181 33918
PROPOSED RULES: .
6 37078
22 34738
25 34794
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40 CFR—Continued
- Proprosep RuLes—Continued
35 34794
51 34892
52 . 34892,
- 35072, 35347, 35952, 35956,
36114, 36203, 38049

53 34892
58 34892
60 34349, 34892
62 .. 33749
65 33750-
33754, 34506, 35502-35508,
35957, 35961, 36284, 36649-

36654, 37468, 38050-38056
87 36978
105 34794
120 -35735
122 37078
123 37078
124 37078
125 37078
163 37336
180 34163,
. 34804, 35348, 35349, 35963,

"~ 36655 -

249 34794
405 37570
406 37570
407 37570,
408 37570
409 37570
411 37570
412 37570
413 33940
418 37570
422 37570
424 37570

. 426 37570
427 37570
432 317570
761 38057

41 CFR

.Ch.3 33712
‘Ch. 101 . 33713, 33892

1-16 - 35310

4-1 37454

5B-3 37197

. 14H-70 37455

60-3 38290

101-17 34139, 35484

101-36 34140

101-44 38008

114-52 36933

"PROPOSED RULES:
3-1 33761, 33940
34 33940
317 33940
60-20 38057
101-28 36488
42 CFR
36 34650
. 33713

5T .eeeecccrresssscarescsssscncas 36441, 36630, 37199

67 . 34471

405 35698

ProPOSED RULES:

" Ch.IV 37721.
37 33762
5la... 34717

.52 34507
91 35073
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42 CFR—Continued
Prorosep Rures—Continued
122 33764
123 33764
201 38345
204 38345
205 38345
213 38345
405 .veeeee 33763, 36488, 37469, 38058
430 38345
448 35077
449 36656, 38058
450 36478
43 CFR
4 343176, 37689
29 33721
2920 38009
3100 37202
PROPOSED RULES:
420 37207
45 CFR
Ch.I 35484
16 36249
19 35310
74 34076
100b 35701
100¢ 35701
121h 36634
126 34324
144 34146, 37896
168 34334
173 35701
175 34146, 37896
176 34146, 37896
177 34338
185 36228, 36250
‘801 35704
1061 35312
PROPOSED RULES:
168 35624
190 35964
200 38318
201 38318, 38326
204 38326
205 36478, 38318
213 +. 38318, 38326
228 34719
228a 38326
T 232 34164
233 35511
300 38337
301 34164, 38337
302 34164
303 34164
304 34164, 38337
405 34710
450 34710
455 34710
1010 36489
1 1076 35511
1609 33764
1705 - 34805
46 CFR
502 33721
542 35704
PROPOSED RULES:
151 37149
153 37149 -

47 CFR
0 36086, 36444
1 36086
2 33722
15 36096
21 35314
Y [ PN 35924, 36104, 36942-36946
76 36946
97 33722
PRrROPOSED RULES:
1 34167
2 rererscnnne 35350, 35352, 35353, 36482
21 35969
61 34806
(1 J 33942, 34823, 36285
64 34823, 36285
67 34823, 36978
73 33765,
33772, 34170, 34509, 35356,
35357, 35969, 36116, 36117,
36659, 36978, 37136, 37722~
371725, 38058, 38060
T4 36981
76 36978
81 : 35352
% Z 35352, 35353, 35512
. (R, 35350, 35352, 36489
89 35352, 35360
91 35352, 35360
93 35352, 35360
95 35360
L2 ST, 35352, 36984, 36985, 37729
48 CFR
ProroseD RULES:
Ch. T oeiviversrncsssssascance .. 34824, 35736
49 CFR
Ch.I 35485
25 33725
171 36446
172 35485
173 35485, 36446
178 36446
221 36447
531 34785
571 36448
803 36454
845 37690
1033 34147~
34150, 34476, 35317, 35718, 36639,
37692
1056 33921
1106 36640
1126 36455
1127 37693
1201 36456, 37455
1202 37455
1205 37456
1206 36456, 37456
1207 37456
1208 37456
1209 37456
1210 - 37456
1211 " 37457
1241 35485
PRrRoOPOSED RULES:
Ch.II 36659
Ch.X 33774
27 34171
177 36492
195 35513
537 35517
xiii
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1121 33715 25 37132

1124 35085, 36662 210 86263
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50 CFR 651 35488 251 33046
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- rulesandregulations

37979

month.

This section of the FEDERAL REGISTER contains regulatory documents having generol opplicobility and legol effect most of which are keyed to and
- codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C. 1510.
The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books ore listed in the first FEDERAL REGISTER issve of each

[6325-01]

Title 5—Administrative Personnel

: CHAPTER I—CIVIL SERVICE
: - -COMMISSION -

PART 213—EXCEPTED SERVICE

National Foundation on the Arts and
.the Humanities )

AGENCY: Civil Service Commission,
ACTION: Final rule.

SUMMARY: The titles of two posi-
tions of Humanist Administrator in
“the Office of State Programs, National
Endowment for the Humanities, are
" changed to Director and Deputy Di-

rector, Division of State Programs, to’

* reflect additional duties resulting from
upgrading of the office to divisional
level. -

EFFECTIVE DATE: August 11, 1978.

FOR FURTHER INFORMATION
CONTACT:

Michael Sherwin, 202-632-4533.

Accordingly, 5 CFR 213.3282(b)(5) is
amended as set out below:

§213.3282 National Foundation on the
. Arts and the Humanities.

* * * * *® -

(b) National Endowment for theé Hu-
manities * * * .’
- (5) Until September 30, 1980, one Di-
rector, one Deputy Director, and five
Humanist Administrators, Division of
State Programs.

(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954-
1958 Comp., p. 218.)

UnNiTED STATES CIVIL SERV-
1cE COMMISSION.
James C: SPRY,
Executive Assistant
to the Commissioners.

(FR Doc. 78-23571 Filed 8-24-78; 8:45 am]

[3410-30]
Title 7—Agriculture

CHAPTER II—-FOOD AND NUTRITION
SERVICE, DEPARTMENT OF AGRI-
CULTURE

SUBCHAPTER A—CHILD NUTRITION
PROGRAMS

[Amadt. 33 -

PART 226—CHILD CARE FOOD
‘ _PROGRAM

Two Percent Audit Funds

AGENCY: Food and Nutrition Service,
USDA.

_ACTION: Finalrule.

SUMMARY: The Department Is Issu-
ing this amendment in order to imple-
ment a provision of Section 14 of Pub.
L. 95-166, enacted on November 10,
19717. ‘That provision and this amend-
ment provide for funds to be made
available to State agencies which ad-
minister the Child Care Food Program
to be used to conduct audits of partici-

" pating child care institutions.

EFFECTIVE DATE: August 25, 1978.

FOR FURTHER INFORMATION
CONTACT:

Henry S. Rodriguez, Acting Director,
Child Care and Summer Programs

, Division, Food and Nutrition Service,
USDA, Washington, D.C. 20250, 202-
447-8211.

SUPPLEMENTARY INFORMATION:
The Office of Management and
Budget Circular A-102 provides that,
prior -to {fiscal year 1978, audits of
grantees must be conducted on a ‘“rea-
sonable frequency” basis. It further
provides that, beginning with fiscal
year 1978, such audits must be carried
out at least once every 2 years. In rec-
ognition of the added financial burden
this latter, more specific requirement
would place on State agencies adminis-
tering the program, provision was
made in Pub. L. 95-166 to make funds
available to help defray related costs.
It was determined that the amount
should be equal to 2 percent of pro-
gram funds ‘used by the individual
State agency in the second fiscal year
prior to the year in which the money
would be made available.

In addition, the Department under-
stands the legislative intent in this
regard to include the use of the funds
provided hereunder for administrative
reviews of participaing institutions.
The regulatory amendment so pro-
vides, with the stipulation that the
State agency satisfy its audit require-
ment before using these funds for re-
views.

Finally, it should be noted that in
accordance with section 7(e) of the
Child Nutrition Act of 1966, as amend-
ed by Pub. L. 95-166, funds which are
allocated to the States for the current
fiscal year shall be carried over into
{iscal year 1979 and used for audits
and reviews conducted during that
year.

This amendment is nondiscretionary
because of the legislative mandate.
For this reason, it is made without
proposed rulemaking and a public par-
ticipation procedure. -

Accordingly, part 226 is amended as
follows: -

1. In §226.4, paragraph (d) is added
as follows:

§226.4 Payment of food assistance funds
to States.

L ] - - - E ]

(d) Within 15 days after issuance of
this amendment, and on the first day
of each {fiscal year following the issu-
ance of this amendment, the Secretary
shall make available by ILetter of
Credit to each State agency an
amount equal to two percent of the
program reimbursement 'paid to insti-
tutions within the State during the
second fiscal year preceding the fiscal
year in which these funds are made
available for fhe purpose of conduct-
ing audits of institutions participating
in the program in accordance .with
§226.27(f). FPunds available to each
State in fiscal year 1978 that are not
obligated or expended in fiscal year
1978 shall remain available for obliga-
tion and expenditure by that State in
{iscal year 1979. For {fiscal year 1979,
and the succeeding fiscal year, the
Secretary shall establish a date by
which each State shall submit to the
Secretary a plan for the disbursement
of funds under this section for each
such year, and the Secretary shall
reallocate any unused funds as evi-
denced by such plans, to other States
as the Secretary deems appropriate.
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In § 226.27, paragraph (f) is added as
follows:

§226.27 Management evaluations and
audits,
* E * * e *

(f) In conducting audits for any
fiscal year the State agency shall use
the funds provided for in §226.4(d)
first to meet the fiscal audit require-
ments outlined in this section. Costs
pertaining to such audits shall not be
borne in whole or in part by the insti-
tution. Audits provided for herein
shall be fiscal audits and shall be con-
ducted in accordance with the Secre-
tary’s guidelines. After fulfilling the
audit requirements, any remaining
funds may be used by the State
agency to conduct administrative re-
viiews of program operations in institu-
tions.

* * * * . ®

(Catalog of Federal Domestic Assistance
Programs No. 10.558.)

Norte.~The Food and Nutrition Service
has determined that this document does not
contain significant proposals requiring prep-
aration of an economic impact statement
under Executive Order 11821 and Office of
Management and Budget Circular A-107.

Dated: August 17, 1978.

CAROL TUCKER FOREMAN,
Assistant Secretary.

{¥FR Doc. 78-23656 Filed 8-24-78; 8:45 aml

[3410-30]

PART 245—DETERMINING ELIGIBILITY
FOR FREE AND REDUCED PRICE
MEALS AND FREE MILK IN
SCHOOLS

Racial ldentification

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Interim rule.

SUMMARY: This interim regulation
amends part 245 to provide that State
agencies require school.food authori-
ties which will participate in the
formal Department of Health, Educa-
tion and Welfare (DHEW) Public
School Civil Rights Survey, October
1978, to gather racial and ethnic data
on applicants for free and reduced
price meals served under the national
school lunch program and school
breakfast program. State agencies may
allow such school food authorities the
option of requesting the parents on
the free and reduced price meal appli-
cation to voluntarily self-identify their
child’s racial or ethnic identity-

DATE: This interim regulation will
become effective upon signature, to be
assured of consideration by the De-
partment in the formulation of the
final regulation, comments on this in-

RULES AND REGULATIONS

terim regulation must be postmarked
by January 15, 1979,

ADDRESS: Comments should be sent
to Margaret O'K. Glavin, Acting Di-
rector, School Programs Division,
FNS, USDA, Washington, D.C. 20250,
202-447-8130.

FOR FURTHER INFORMATION
CONTACT:

Margaret O’K. Glavin, Acting Direc-
tor, School Programs Division, FNS,
USDA, Washmgton, D.C. 20250 202~
447-8130.

SUPPLEMENTARY INFORMATION:
Title VI of the Civil Rights Act of 1964
prohibits discrimination on the
grounds of race, color, or national
origin in programs receiving Federal
assistance. The authority of the Attor-
ney General to coordinate enforce-
ment by Federal departments and
agencies of title VI was defined in Ex-
ecutive Order 11764 of January 21,
1974. The Department of Justice de~
veloped regulations (28 CFR 42) to im-
plement this authority. These regula-
tions require the collection of data on
the race and ethnicity of applicants
for and recipients of Federal assist-
ance. The major purposes of such data

collection are to measure the accurual *

of program benefits to all eligible per-
sons and to assure that benefits are
equitable and are made available with-
out regard to race, color, or national
orgin.

The collection of racial and ethnic
datay to deterrnine compliance with
title VI is well founded both in regula-
tions and in judicial precedent.

FNS collected racial and ethnic data
for public schools until 1975 on the
FNS form 87. The form was terminat-
ed at that time because it proved to be
an effective data collection method.
FNS has now entered into an agree-
ment with DHEW to conduct a joint
data collection activity, in an effort to
satisfy requirements in this area and
simultaneously to reduce unnecessary
paperwork. This activity .will be part
of the formal DHEW Public School
Civil Rights Survey beginning in the
1978-79 school year and will involve
approximately 59,000 public schools.
Pursuant to the agreement, records in
survey schools will be reviewed to de-
termine the racial and ethnic back-
ground of applicants for free or re-
duced price meals under the National
School Lunch and School Breakfast
Programs,

Therefore, the Department is
amending 7 CFR Part 245 to provide
for State agencies to réquire school
food authorities of schools 'in the
DHEW survey to develop procedures
to gather information on the racial

* and ethnic Identification of children

for whom applications for free and re-
duced price meal benefits are filed.
While visual surveys are the least in-

trusive method of collecting data on .

race and ethnicity of applicant chil-
dren, State agencies may allow such

school food authorities to request par-
ents on the free and reduced price
meal application to voluntarily self-
identify the racial or ethnic identity of
their child provided that the letter to
parents and application contain the
specific wording prescribed by these
regulations which describes why the
data is being collected. Parental re-
sponse to such a request is purely vol-
untary. In no event will faflure to re-
spond on the part of the applicant
affect the child’s eligibility for free or
reduced price meal benefits.

COMMENT PERIOD

Comments are invited from State
agency and local school personnel and
the general public, and are especially
encouraged from those persons direct-
1y affiliated with schools participating
in the survey.

Commentors should address their re-
marks to the provisions and other
areas of concern contained in these
interm regulations and indicate
whether they are associated with
schools participating in the survey.
While these regulations must be im-
plemented in the 1978-79 school year
to conform to other regulatory re-
quirements, comments will be especial-
1y helpful to the Department in assess-
ing the provision prior to the develop-
ment of final program regulationy,

All written submissions received will
be made available for public inspection
at the School Programs Division, Food
and Nutrition Service, during regular
business hours (8:30 a.m. to 5 p.m,,
Monday through Friday) (T CFR
1.27¢(b).

Accordingly, part 245 is amended by
adding a new §245.13 “Speclal re-
sponsibilities of State agencles.”

§245.13 Special responsibilities of State
agencles,

(a) State agencies shall require
school food authorities of schools se.
lected for participation in the Depart-
ment of Health, Education, and Wel-
fare Public School Civil Rights Survey
to gather information on the race and
ethnicity of children for whom appli-
cations for free and reduced price
meals are filed.

(b) To comply with the provisions of
$245.13(a) above, State agencles at
their discretion may permit such
school food authorities the option of
requesting parents on application
forms to voluntarily self-identify the
race or ethnicity of their child for
whom application is being made. Par-
ents’ provision of this information is
purely voluntary and failure to pro-

vide this information will not affect
the eligibility for benefits of the child
for whom application is made. School
food authorities shall develop alterna-
tive means of providing raclal and
ethnic data for applicants when such
information is mnot voluntarily pro-
vided by parents on the application.

(c) School food authorities In such
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survey schools which are granted the
option by the State agency and wish
to request that the parents voluntarily
self-identify the race or ethnicity of
their children on the application form
shall include the following statement
on the letter to parents: “A survey is
being conducted in your school to col-
lect racial and ethnic data on appli-
cants. This information is voluntary
and will not affect your child’s eligibil-
ity. This information is being collected
to be sure everyone receives school
meals on a fair basis, without regard
to race, color, or- national origin.”

Such schools shall also include the fol-

lowing statement on the application:
“Please check in the space provided
the racial or ethnic identity of your
child(ren). This information is volun-
tary and will not affect your child’s
eligibility. This information is being

collected only to be sure that everyone.

receives school meals on a fair basis,
without regard to race, color, or na-
tional origin.” Schools which provide
for racial and ethnic identification
data collection of applicants by means
other than parental self-identification
need not include the above statements
on the application or parental letter
(d) Participation in the survey shall
not affect reimbursement or individual
eligibility for program participation or
benefits. The data collected shail be
confidential and shall be used solely to
determine the equitable distribution
of benefits without regard to race,
color, or national origin.
(Catalog of Federal Domestic Assistance No.
10.555.)

Nore—~The Food and Nutrition Service
_has determined that this document does not
contain major proposals requiring prepara-
tion of an economic impact statement under

. Executive Order 11821 and OMB Circular

A-107.
Dated: August 22, 1978.
" CaroL TUuCKER FOREMAN,
~ Assistant Secretary.
[FR Doc. 78-23947 Filed 8-24-78; 8:45 am]

" [3410-02] -
CHAPTER IX—AGRICULTURAL MAR-
KETING SERVICE (MARKETING
AGREEMENTS AND  ORDERS;
FRUITS, VEGETABLES, NUTS), DE-
PARTMENT OF AGRICULTURE
[Lemon Regulation 1601
PART 910—LEMONS GROWN IN
CALIFORNIA AND ARIZONA

I.imituﬁon of Handling

AGENCY Agncultura.l Marketing
Service, USDA.

ACTION: Final rule.

RULES AND REGULATIONS

SUMMARY: This regulation estab-
lishes the quantity of fresh California-
Arizona lemons that may be shipped
to market during the period August
27-September 2, 1978. Such action is
needed to provide for orderly market-
ing of fresh lemons for this period due
to the marketing situation confronting
the lemon industry.

EFFECTIVE DATE: August 27, 1978.

FOR FURTHER INFORMATION
CONTACT: :

Charles R. Brader, 202-447-6393.
Ny

SUPPLEMENTARY INFORMATION:
Findings. Pursuant to the marketing
agreement, as amended, and Order No.
910, as'amended (7 CFR part 910), reg-
ulating the handling of lemons grown
in- California and Arizona, effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), and upon the basis of
the recommendsations and information
submitted by the Lemon Administra-
tive Committee, and upon other infor-
mation, it is found that the limitation
of handling of lemons, as hereafter
provided, will tend to effectuate the
declared policy of the act.

The committee met on August 22,
1978, to consider supply and market
conditions and other factors affecting
the need for regulation and recom-
mended a quantity of lemons deemed
advisable to be handled during the
specified week. The committee reports
the demand for lemons continues good
on 165's and larger, and easier on 200's
and smaller.

It is further found that it is imprac-
ticable and contrary to the public in-
terest to give preliminary mnotice,
engage in public rulemsaking, and post-
pone the effective date until 30 days
after publication in the Feperan Rec-
ISTER (5 U.S.C. 553), because of insuffi-
cient time between the date when in-
formation became available upon
which this regulation Is based and the
effective date necessary to effectuate
the declared policy of the act. Inter-
ested persons were given an opportuni-
ty to submit information and views on
the regulation at an open meeting. It
is necessary to effectuate the declared
purposes of the act to make these reg-
ulatory provisions effective as speci-
fied, and handlers have been apprised
gﬁn such provisions and the effective

e.

§910.460 Lemon Regulation 160.

Order. (a) The quantity of lemons
grown in California and Arizona which.

‘may be handled during the period

August 217, 1978, through September 2,
1978, is established at 250,000 cartons.

“DATES: ZEffective April 1,

37981

(b) As used in this section, *
dled” and “carton(s)” mean the same
as defined in the marketing order.

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674.)

Dated: August 23, 1978.

CHARLES R. BRADER,
Deputy Director, Fruit and Vege~ _
table Division, Agricultural
Markeling Service.

[FR Doc. 78-24217 Filed 8-24-78 11:36 am]

[341 0—92]

PART 926—~TOKAY GRAPES GROWN
IN SAN JOAQUIN COUNTY, CALIF,

Expenses and Rate of Assessment

AGENCY: Agricultural Marketing
Service, USDA.

ACTION: Final rule.

SUMMARY: This regulation autho-
rizes expenses and rate of assessment
for the 1978-79 fiscal period to be col-
lected from handlers to support activi-
ties of the Industry Committee which
locally administers the marketing
order for Tokay grapes grown in San
Joaquin County, Calif.

1978,
through March 31, 1979.

FOR FURTHER INFORMATION
CONTACT:

Charles R. Brader, 202-447-6393.

SUPPLEMENTARY INFORMATION:
Findings. Pursuant to marketing order
926, as amended (7 CFR Part 926), reg-
ulating the handling of Tokay grapes
grown in San Joaquin County, Calif.,
effective under the Agricultural Mar-
keting Agreement Act of 1937, as
amended (7 U.S.C. 601-674), and upon
the basis of the recommendations and
information submitted by the Indus-
try Committee established under the
order, and upon other information, it
is found that the expenses and rate of
assessment, as hereafter provided, will
tend to effectuate the declared policy
of the act.

§926.218 Expenses and rate of assess-
ment,

(a) Expenses that are reasonable and
likely to be incurred by the Industry
Committee during fiscal year April 1,
1978, through March 31, 1979, will
amount to $116,856.50.

(b) The rate of assessment for said
year payable by each handler in ac-
cordance with § 926.46 is fixed at $0.10
per No. 38L grape lug (as specified in
§1380.19 of the regulations of the
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California, Department of Food and
Agriculture) or equivalent quantity of
Tokay grapes.

It is further found that it is imprac-
ticable and contrary to the public in-
terest to give preliminary notice,
engage in public rulemaking, and post-
pone the effective date until 30 days
after publication in the FEDpERAL REG-
ISTER (5. U.S.C. 553), as the order re-
quires that the rate of assessment for
a particular fiscal year shall apply to

all assessable Tokay grapes handled -

from the beginning of such year which
began April 1, 1978. T0 enable the In-
dustry Committee to meet fiscal obli-
gations which are now accruing, ap-
proval of the expenses and assessment
rate is necessary without delay. Han-
dlers and other interested persons
were given an opportunity to submit
information and views on the expenses
and rate of assessment at an open
meeting of the committee. It is neces-
sary to effectuate the declared pur-
poses of the act to make these provi-
sions effective as specified.

(Secs. 1-19, 48 Stat, 31, as amended (7 U.S.C.
601-674).)

Dated: August 21, 1978.

CHARLES R. BRADER,
Deputy Director, Fruit and Vege-
table Division, Agricultural
Markeling Service.

[FR Doc. 78-23913 Filed 8-24-78; 8:45 am]

[3410-02]

[Area No. 21

PART 948—IRISH POTATOES GROWN
IN COLORADO

Hu'ndling Regulation

AGENCY: Agricultural Marketing
Service, USDA.

ACTION: Final rule.

SUMMARY: This regulation requires
fresh market shipments of potatoes
grown in Colorado—Area No. 2 to be
inspected and meet minimum grade,
size, and maturity requirements. The
regulation will promote orderly mar-
keting of such potatoes and keep less
desirable qualities and sizes from
being shipped to consumers.

EF,;FECTIVE DATE: September 1,
1978,

FOR FURTHER INFORMATION
CONTACT:

Charles R. Brader, Deputy Director,
Fruit and Vegetable Division, AMS,
U.S. Department of Agriculture,
Washington, D.C. 20250, telephone
202-447-6393.

SUPPLEMENTARY INFORMATION:
Marketing agreement No. 97 and order
No. 948, both as amended, regulate the

RULES AND REGULATIONS

handling of potatoes grown in desig-
nated counties of Colorado Area No. 2,
It is effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674). The Colo-
rado Area No. 2 Potato Committee, es-
tablished under the order, is responsi-
ble for its local administration.

Notice of proposed rulemaking was
published in the July 25, 1978, FEDER-
AL REGISTER (43 FR 32139) inviting
comments by August 9, 1978. None was
received.

This regulation is based upon recom-
mendations for regulations made
through October 31, 1978, made by the
committee at its public meeting in
Monte Vista, Colo., on June 22, 1978.

The grade, size, maturity, and in-
spection requirements specified herein
are similar to those issued during past
seasons. They are necessary to prevent
potatoes of low quality or less desir-
able sizes from being distributed to
fresh market outlets. They will benefit
consumers and producers by standard-
izing and improving the quality of the
potatoes shipped from the production
area.

Exceptions are pravided to certain of
these .requirements to recognize spe-
cial situations in which such require-

ments would be inappropriate or un--

reasonable.

Shipments are permitted to certain
special purpose outlets without regard
to the grade, size, maturity, and in-

. spection requirements, provided that

safeguards are met to prevent such po-
tatoes from reaching unauthorized
outlets. Certified seed is exempt be-
cause requirements for this outlet
differ greatly from those for fresh

market. Shipments for use as livestock

feed likewise are exempt. Since no
purpose would be served by regulating
potatoes used for charity purposes,
such shipments are exempt. Potatoes
for most processing uses are exempt
unagter the legislative dauthority for this
b

Findings. After consideration of all
relevant matter presented, including
the proposal set forth in the aforesaid
notice which was recommended by the
Colorado Area No. 2 Potato Commit-
tee, established pursuant to said mar-
keting agreement and order, it is
hereby found that the handling regu-
lation, as hereinafter set forth, will
tend to effectuate the decla.red policy
of the act.

It is hereby further found that good
cause exists for not postponing the ef-
fective date of this section until 30
days after its publication in the FEpER-
AL REGISTER (5 U.S.C. 553) in that (1)
shipments of potatoes grown in the
production area will begin on or about
the effective date specified herein, (2)
to maximize benefits to producers, this
regulation should apply to as many
shipments as possible during the mar-

keting season, and (3) compliance with
this regulation, which is similar to
that in effect during previous market-
ing seasons, will not require any spe-
cial preparation on the part of persons
subject thereto which cannot be com-
pleted by the effective date hereof.
The regulation is as follows:

§948.380 Handling regulation,

During the period September 1,
1978, through October 31, 1978, no
person shall handle any lot of pota-
toes grown in Area No. 2 unless such
potatoes meet the requirements of
paragraphs (a), (b), and (c) of this sec-
tion, or unless such potatoes dre han-
dled in accordance with paragraphs
(d) and (e), or (f) of this section.

(a) Minimum grade and size requiras
ments.—(1) Round varieties. U.S. No.
2, or better grade, 2-inches minimum
diameter.

(2) Long varieties. U.S. No. 2. or
?etter grade, 1%-inch minimum diame-

er.

(3) All varieties. Size B, if U.S. No. 1,
or better grade.

(4) All varieties for export. One and
one-half inch minimum diameter.

(b) DMaturity (skinning) require-
ments.—(1) Russet Burbank and Red
McClure wvarieties. For U.S. No. 2
grade not more than “moderately
skinned” and for other grades not
more than slightly skinned.”

(2) All other varieties. Not more than
“moderately skinned.”

(c) Inspection. (1) No handler shall
handle any potatoes for which inspec-
tion is required unless an appropriate
inspection certificate has been issued
with respect thereto and the certifi-
cate is valid at the time of shipment,
For purposes of operation under this
part it is hereby determined pursuant
to § 948.40(d) that each inspection cer-
tificate shall be valid for a period not
to exceed 5 days following the date of
inspection as shown on the inspection
certificate.

(2) No handler may transport or
cause the transportation by motor ve-
hicle of any shipment of potatoes for
which an inspection certificate is re-
quired unless each shipment is accom-
panied by a copy of the inspection cer-
tificate applicable thereto and the
copy is made available for examina.
tion at any time upon request.

(d) Special purpose shipments. (1)
The grade, size, maturity, and inspec-
tion requirements of paragraphs (a),
(b), and (c¢) of this section and the as-
sessment requirements of this part
shall not be applicable to shipments of
potatoes for:

(i) Livestock feed;

(ii) Relief or charity; or

(ilii) Canning, freezing, and “other
processing” as hereinafter defined.

(2) The grade, size, maturity, and in-
spection requirements of paragraphs
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(a), (b), and (c) of this section shall
not be applicable to shipments of seed

pursuant to § 948.6 but such shipments .

shall be subject to assessments.

(e) Safeguards. Each handler of po-
tatoes which do not meet the grade,
size, and mafturity requirements of
paragraphs (a) and (b) of this section
and which are handled pursuant to
~ paragraph (d) of this section for any
of the specla.l purposes set forth there-
in shall:

(1) Prior to handling, apply for and
obtain a certificate of privilege from
the committee;

(2) Furnish the committee such re-
ports and documents as requested, in-
clqding certification by the buyer or
receiver as to the use of such potatoes;
and

(3) Bill ea.ch shipment directly to
the applicable processor or receiver.

) Minimum guantity. For purposes
of regulation under this part, each
person may handle up to but not to
exceed 1,000 pounds of potatoes with-
" out regard to the requirements of
paragraphs (a), (b), and (c) of this sec-
tion, but this exemption shall not
- apply to any shipment which exceeds
1,000 pounds of potatoes.

(g) Definitions. The terms “U.S. No.
1,” “U.S. No. 2,” “Size B,” “slightly
skinned,” and “moderately skinned”
shall have the same meaning as when
used in the U.S. Standards for Pota-
toes (7 CFR 2851.1540-2851.1566), in-
cluding the tolerances set forth there-
in. The term “other processing” has
the same meaning as the term appear-
ing in the act and includes, but is not
restricted to, potatoes for dehydration,
"~ chips, shoestrings, starch, and flour. It
includes only that-preparation of pota-
toes for market which involves the ap-
plication of heat or cold to such an
extent that the natural form or stabil-
ity of the commodity undergoes a sub-
- stantial change. The act of peeling,
cooling, slicing, dicing, or applying ma-
terial to prevent oxidation does not
constitute “other processing.” Other
terms used in this section shall have
the same meaning as when used in
Marketing Agreement No. 97, as
amended, and this part. :

(h) Applicability to imports. Pursu-
ant to section 8e of the act and §980.1,
Import regulations (7 CFR 980.1),
Irish potatoes of the red-skinned
round type, except certified seed pota-
toes, imported into the United States
during the.period September 1, 1978,
through October 31, 1978, shall meet
the minimum grade, size, quality, and
maturity requirements specified in
paragraphs (a) and (b) of this section.

(Secs. 1-19, 48 Stat. 31, as amended (7 U.S.C.
601-674).) -

RULES AND REGULATIONS

Dated August 21, 1978, to become ef-
fective September 1, 1978.
" CHARLES R. BRADER,
Deputy Director, Fruil and Vege-

table Division, Agricullural
Marketing Service.

IFR Doc. 78-23914 Filed 8-24-78; 8:45 am]

[3410-07] *

'~CHAPTER XVHI—FARMERS HOME

ADMINISTRATION, DEPARTMENT
OF AGRICULTURE ~

SUBCHAPTER J—LOAN AND GRANT
PROGRAMS (GROUP)

PART 1933—LOAN AND GRANT
PROGRAMS (GROUP)

Subpart A—Community Facility Loans
INTERIM RULE

AGENCY: Farmers Home Administra-
tion, USDA.

ACTION: Interim rule.

SUMMARY: The Farmers Home Ad-
ministration amends its regulations re-
garding contracts for construction on
projects financed with loans and/or
grants. The amendment would permit
the contractor to furnish a bank letter
of credit or a cash bond as surety for
contract completion. The intent is to
permit an alternate form of surety in
those cases where a contractor Is
unable to obtain a performance pay-
ment bond or the cost of a bond would
be exorbitant because of the nature of
the project. This action is taken be-
cause of an adniinistrative decision.

EFFECTIVE DATE: August 25, 1978.
However, comments must be received
on or before September 25, 1878.

ADDRESSES: Submit written com-
ments to the Chief, Directives Man-
agement Branch, Farmers Home Ad-
ministration, USDA, Room 6316,
Washington, D.C. 20250. All written
comments made pursuant to this
notice will be available for public in-
spection at the address given above.

FOR FURTHER INFORMATION
CONTACT:

Mr. John Bowles, 202-447-7667.

SUPPLEMENTARY INFORMATION:
FmHA amends § 1933.18(a)(9Xi)FX3)
of Subpart A, Part 1933, Chapter
XVIII, Title -7 in the Code of Federal
Regulations. This amendment pre-
scribes two additional forms of con-
tract surety, There have been cases
where contractors have been unable to
obtain performance and payment
bonds because surety companies had
little or no experience with the partic-
ular type of construction projects.
There have been other cases where
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bonds were obtainable but at an exor-
bitant cost. The amendment permits a
qualified contractor to give a cash de-
posit In escrow or use a letter of credit
as surety for contract completion. The
use of surety other than performance
and payment bonds will require prior
approval by the national office for
each case. It is the policy of the De-
partment that rules relating to public
property, loans, grants, benefits, .or
contracts shall be published for com-
ment, notwithstanding the exception
in 5§ U.S.C. 553 with respect to such
rules. This amendment, however, is
being published effective on an inter-
im basls since the amendment relieves
a restriction and since any delay in im-
plementing this amendment would be
contrary to the public interest by pre-
venting some qualified contractors
from bidding on publicly financed pro-
jects. Comments made pursuant to
this notice will be considered in the
development of the final rule. There-
fore, § 1933.18(a)(9X({i)}F)(3) is amend-
ed as follows:

§1933.18 Appendix B~Community facili-
ties—Planning, bidding, contracting,
constructing.

(a) e e
(9) Procurement, bidding, and con-

(F) L 20 I J

(3) In all contracts for construction
or facility improvement awarded in
excess of $100,000, the borrower shall
require bonds, a bank letter of credit,
or cash deposit in escrow, assuring per-
Tormance and payment of 100 percent
of the contract cost. The use of surety
other than performance and payment
bonds will require concurrence by the
national office after submission of a
suitable justification by the State di-
rector together with the proposed
form of escrow agreement or letter of
credit. Such requests will be limifed to
those types of projects, where the con-
tractor is unable to obtain a bond or
the cost would be exorbitant. For con-
tracts of lesser amounts the borrower
may require such surety. When a per-
formance and payment bond is not
provided, contractors will furnish evi-
dence of payment in full for all mate-
rials, 1abor, and any other items pro-
cured under the contract. Form FmHA
424-10, “Release by Claimants,” and
form FmHA 424-9, “Certificate of
Contractor’s Release,” may be ob-
tained at the local PmHA office and
used for this purpose. The United
States, acting through the Farmers
Home Administration, will be named
as coobligee on all surety unless pro-
hibited by State law.

 J * - - -

(7 US.C. 1989; delegation of authority by
the Secretary of Agriculture, 7 CFR 2.23;
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delegation of authority by Assistant Secre-
tary for Rural Development, 7 CFR 2.70.)

Dated: August 9, 1978.

GORDON CAVANAUGH,
. Administrator,
Farmers Home Administration.

LFR Doc. 78-23916 Filed 8-24-78; 8:45 am]

[7535-01]
. Title 12—Banks and Banking

CHAPTER VII—NATIONAL CREDIT
UNION ADMINISTRATION -

PART 701—ORGANIZATION AND
OPERATIONS OF FEDERAL CREDIT
UNIONS

Final Rule—Loan Origination Fees

AGENCY: National Credit Union Ad-
ministration.

ACTION: Final rule.

SUMMARY: This rule amends the Na-
tional Credit Union Administration’s
real estate lending regulation and es-
tablishes limits on loan origination
fees that Federal credit unions may
charge to borrowers. Permitting origi-
nating fees (commitment fees, process-
ing fees, administrative fees) will allow
Federal credit unions to recover the
additional costs of originating real
estate loans.

EFFECTIVE DATE: This regulation is
to be effective September 25, 1978.

ADDRESS: National Credit Union Ad-
"ministration, 2025 M Street NW.,
Washington, D.C. 20456.

FOR FURTHER INFORMATION
CONTACT:

Robert M. Fenner, Assistant General
Counsel, Office of General Counsel,
or Thomas C. Buckman, Examina-
tion and Insurance, at the above ad-
dress, telephone 202-632-4870 (Mr.
Fenner) or 202-254-8760 (Mr. Buck-
man).

SUPPLEMENTARY INFORMATION:
With the amendment of the Federal
Credit Union Act (12 U.S.C. 1751, et
seq.; hereafter “the Act”) by Pub. L.
95-22, Federal credit unions received
the authority to grant long-term real
estate loans with maturities up to 30
years. Pursuant to this authority the
Administration promulgated the real
estate lending regulation which
became effective May 8, 1978. The Ad-
- ministration announced on April 7,
1978, that it proposed to amend the
real estate lending regulation to pro-
hibit loan origination fees and to re-
quire written notification where the
possibility of a refund exists (i.e., in
the event of early payment of a mort-
gage loan which has included “front-
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end” charges). Public comment was in-
vited to be received on or before May
8, 1978. Thirty-five comments were re-
ceived, the majority of which were in

" opposition to the proposed amend-

ment to the real estate lending regula-
tion. In response.to the public com-
ments the Administration has made
various changes in the proposed
amendment.

LoaN ORIGINATION FEES

Credit unions traditionally have not
assessed origination fees in connection
with consumer loans to their mem-
bers. In kééping with this tradition,
the proposed regulation would have
prohibited such .fees in connection
with real estate loans. The vast major-
ity of commentors objected to this
proposal, noting: (i) That the costs of
originating mortgage loans are sub-
stantially greater than those for other

consumer loans, and (ii) certein in- .

sured and guaranteed loan programs
regulate contract interest rates and
origination fees in a way that creates a
practical necessity of assessing the
fees in order for Federal credit unions
to be competitive with other lenders.

In response to the public comments
the Administration has determined
that within certain limits Federal
credit unions will be allowed to assess
loan origination fees in order to
recoup the additional costs of originat-
ing real estate loans. It is not the
intent of the Administration that lcan
origination fees be used by Federal
credit unions to increase income. Ac-
cordingly, the Administration has de-
termined to allow loan origination fees
within specified limits (one-half of 1
percent of the loan amount except in
the case of insured or guaranteed
loans the loan origination fee may
equal 1 percent of the loan amount).
However, it is not the Administration’s
intent to encourage the assessment of
such fees.

The Administration will carefully
monitor Federal credit union practices
in this regard, to assure that origina-
tion fees are assessed in a manner
which reflects actual origination costs.
Also, Federal credit union borrowets
are protected by the statutory 1 per-
cent per month ceiling on the effective
interest rate (inclusive of any origina-
tion fees or other service charges) on
all Federal credit union loans.

PREPAYMENT REBATE

If a Federal credit union assesses
origination fees or other service
charges .on mortgage loans, these
charges must not cause the effective
interest rate to exceed the statutory
ceiling—1 percent- per month “inclu-
sive of all service charges.” In the
event of prepayment of a loan with
origination fees or other “front-end”

. service charges, the Federal credit

union must consider the impact of the
prepayment upon the effective rate
and make a rebate (or adjust the
amount of the final payment) if neces-
sary to stay within the 1-percent ceil-
ing. ~
The proposed amendment would
have required that Federal credit
unions provide affected borrowers
with a written notice of this potential
rebate. A majority of the commentors
objected to the written notice, citing
the cumulative impact of such require-
ments upon both the creditor's paper-
work burden and the volume and com-
plexity of disclosures. Also, to the
extent that the front-end charges are
elements of the “finance charge”
within the meaning of the Federal
Truth in Lending Act and regulation
Z, disclosure of the method of rebate
of unearned charges (in the event of
prepayment) is already required by
§ 226.8(b)('7) of regulation Z. For these
reasons, the Administration has deter-

.mined to dispense with the written

notice proposal.

It should be understood that Federal
credit unions are nonetheless required
to make a rebate or adjustment in ap-
propriate cases, and that the Adminis-
tration will monitor compliance with
this requirement through its examina-
tion process.

Finally regarding the subject of re-
bates, the Administration’s staff hopey
to issue specific guidelines in the near
future concerning compliance with the
above noted truth in lending require«
ment.

LAwRENCE CONNELL,
Administrator.
Avcusr 18, 1978,

(Sec. 107, 91 Stat. 49 (12 U.S.C. 1767); sec,
120, 73 Stat. 635 (12 U.S.C. 1766); sec, 209, 84
Stat. 1104 (12 U.S.C. 1789).)

Accordingly 12 CFR 701.21-6 is
amended as follows:

(1) Paragraph (c)(6) is added to the
regulation to read as follows:

‘e - » *® L
~

(c) L

(6) A Federal credit union shall not
charge a loan origination fee in excess
of one-half of 1 percent of the loan
amount except that the loan origina-
tion fee charged on an insured or
guaranteed loan may equal up to 1
percent of the loan amount if author-
ized pursuant to law or regulation of
the insuring or guaranteeing agency.

[FR Doc. 78-23917 Filed 8-24-78; 8:45 am}
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[4110-03] —
Title 21—Food and Drugs

CHAPTER I—-FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF

" HEALTH, EDUCATION, AND WEL-
FARE

SUBCHAPTER C—DRUGS: GENERAL

[Docket No. 78N-0109]
PART 201—LABELING
SUBCHAPTER D—DRUGS FOR HUMAN USE.

7~ PART 314—NEW DRUG
. APPLICATIONS

Prescription Drug Dispensing
Container Requirements

AGENCY: Food and Drug Administra-
tion.
ACTION: Final rule.

SUMMARY: This rule requires the
manufacturer of a prescription drug
product to include information on the
drug label telling the-pharmacist the
type of dispensing container needed to
maintain the identity, strength, qual-
ity, and purity of the drug product.
This brief description of the proper
container, e.g., lightfresista.nt. well-
closed,” or tight, is not required on
drug products intended to be dis-
pensed in the manufacturer’s original
container.

EFFECTIVE DATE: Compliance with
this regulation may begin immediate-
- ly. The regulation is effective for all
- products introduced or delivered for
introduction initially into interstate
commerce on or after August 27, 1979.

FOR FURTHER INFORMATION
CONTACT:

Robert D. Bradley, Bureau of Drugs
HFD-30, Food and Drug Administra-
tion, Department of Health, Educa-
tion, and Welfare, 5600 Fishers
Lane, Rockville, Md. 20857, 301-443-
5220.

SUPPLEMENTARY INFORMATION:
In the FeEpERAL REGISTER of August 26,
1974, (39 FR 30844), the Commissioner
- of Food and Drugs proposed to amend
§1.106 (21 CFR 1.106, now 21 CFR
201.100, as recodified in the FepERAL
RecisTer of March 22, 1977 (42 FR
15553)) and §314.1 (21 CFR 314.1) to
include, as part of the prescription
drug product 1abel, information direct-
ed to the pharmacist about the type of
container to be used in dispensing the
drug product to the patient. The pro-
posed requirements were scheduled for
implementation in July 1975 to be con-
current with the implementation of
the TUnited States - Pharmacopeia
(U.S.P.) and the National Formulary
(N.F.) standards for tightness of seal
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(well-closed or tight). The effective
date of these standards was delayed
until April 1, 1977 to ensure avallabil-
ity of appropriate containers. The
Commissioner is allowing additional
time before implementing the labeling
requirements because of concern over
the availability of prescription con-
tainers and because some manufactur-
ers may need additional time to deter-
mine the proper prescription container
and to make corresponding labeling
changes.

The Commissioner advises, however,
that the compendial standards for
tightness of seal are in effect, and
compliance with these requirements is
necessary at this time in accordance
with section 502(g) of the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 352(g)). These standards apply
to both the containers used by the
manufacturers and the containers
used by pharmacists for dispensing
certain compendial drugs. Manufac-
turers have always been required to
package drug products in containers
that protect the contents until the ex-
piration date or, if no expiration date
is shown, throughout the period of
normal shelf life until the container is
opened. The Commissioner believes
that the manufacturer’s original con-
tainer will exceed the specifications
for tightness of seal as defined in the
official compendia.

Prior to the compendial standards
for tightness of container seals, no of-
ficial standards and test procedures
were established for determining
whether dispensing containers for pre-
scription drugs met the requirements
for specified types of containers as de-
fined in the US.P. and N.F. The
staridards for tightness caused the
container manufacturing industry to
develop a new container to meet these
requirements. Because of concern over
the availability of these prescription
containers' to the pharmacist, on
March 9, 1977 the Food and Drug-Ad-
ministration (FDA) recommended that
enforcement action under the tight-
container requirement be withheld if
spot shortages occurred. However,
there were no reports of shortages;
therefore, on July 18, 1977, FDA with-
drew its recommendation.

The Food and Drug Administration
received 23 responses to the proposal
from drug and container manufactur-
ers, pharmaceutical assoclations, gov-
ernment agencles, hospitals, and inter-
ested professionals. The substantive
comments received and the Commis-
sioner’s conclusions concuring them
are discussed below.

1. Many of the comments stated that
the proposed’ regulations would re-
quire the pharmacist to maintain a
costlier inventory of several types of
prescription drug containers, e.g., tight
containers and well-closed containers
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in both child-resistant and non-child-
resistant form, and made of both clear
and light-resistant materials, in both
glass and plastic. One comment stated
that If one manufacturer designates
one type of container for a multi-
source drug and another manufacturer
specifies a different container for the
same drug, then the pharmacist would
be required either to stock duplicate
containers or to ignore the instruc-
tions of one manufacturer.

The Commissioner does not believe
that this regulation alone will signifi-
cantly affect a pharmacist’s inventory
of prescription drug product contain-
ers. Monographs for many compendial
drug products already specify contain-
er types to be used in packaging and
storing a drug product, e.g., lighf-resis-
tant container, tight container, and
well-closed container. Because these
packaging and storage reguirements
apply to prescription drug products,
the pharmacist must already maintain
a complete inventory of containers to
meet these ‘compendial requirements
for dispensing compendial drug prod-
ucts. For a noncompendial drug prod-
uct, manufacturers should, if possible,
use terminology defined in an official
compendium to describe a suitable
container for dispensing the product.
The Commissioner does not believe
that noncompendial drug products
would require any types of dispensing
containers different from those re-
quired for compendial drug products.
This regulation, therefore, does not in-
crease the types of containers a phar-
maclst needs to stock. Furthermore,
existing stocks of dispensing contain-
ers do not become obsolete because
not all drug products require the tight
containers; in many instances, stocks
of older containers will meet the less
rigid well-closed container require-
ments.

The Commissioner realizes that
manufacturers of similar drugs may
require different types of prescription
containers, because storage conditions
for a drug product are based on the
manufacturer’s stability studies. The
requirements set forth by this regula-
tion would enable a pharmacist to
select the correct dispensing container
in these instances.

2, Several comments questioned the
{easibility of using a tight container in
conjunction with child-protective
packaging. The comments stated that
because most containers with caps for
child-protective packaging do not seal,’
greater air moisture movement occurs
with continued use. In addition, most
of these caps have an inner lining of
porous, sponge-foam plastic so that a
tight seal may not be possible.

The Commissioner advises that tight

containers are in use, including tight -

containers with child-proof caps.
While many of the prescription drug

FEDERAL REGISTER, VOL. 43, NO. 166—FRIDAY, AUGUST 25, 1978 -



37986

containers for child-protective packag-
ing that were in use at the time of the
proposal did not meet the require-
ments of a tight container, the Com-
missioner has found that suitable con-
tainers are now available. Further, as-

stated previously, the U.S.P. and N.F. .

container standards became effective
on April 1, 1977, and no shortages
have since beenreported.

3. One comment stated that when a
manufacturer markets a prescription
drug intended to be dispensed to the
patient in the manufacturer’s original
container, the 1abeling should indicate
whether the container is child resis-
tant.

The Poison Prevention Packaging
Act of 1970 and the implementing reg-
ulations contained in part 1700 of title
16 of the Code of Federal Regulations
(16 CFR part 1700) require oral pre-
scription drugs to be in child-protec-

. tive packaging when dispensed to a pa-
tient. Therefore, a statement indicat-
ing whether or not such a package is
child resistant would not be useful.
Further, the pharmacist is obligated
to dispense oral prescription drugs in
child-protective packaging unless oth-
erwise directed by the physician, by
the patient, or specifically exempted
by the regulations, e.g., oral contracep-
tives, nitroglycerin, and nitrosorbide.

4. Two comments recommended that
the regulations provide exemptions for
any manufacturer’s package that com-
plies with poison prevention packaging
requirements.

- The Commissioner does not agree
with. this comment. He believes that
each dispensed drug product, whether
or not it is dispensed in a child-resis-
tant container, must be stored in a
container that will maintain the iden-
tity, strength, quality, and purity of
the drug product, He believes that this
comment may have been prompted by
the fact that few child-resistant con-
tainers met the tight-seal requirement
at the time this regulation was pro-
posed. This situation has changed.
The temporary lack of child-resistant
containers was a primary reason that
the U.S.P. and N.F. delayed the imple-
mentation of the container require-
ments until April 1, 1977. There now
are sufficient child-resistant contain-
ers that also meet the tight-seal re-

quirements. .
5. Several comments requested that

FDA provide a reasonable period of

time for compliance. Some comments
thought that special containers would
be available only after a reasonable
transition period. One comment stated
that because packaging that is both
tight fitting and child protective is not
available, dispensing pharmacists
would be required to break the law
when dispensing certain drug prod-
ucts. Comments also requested a rea-
sonable transition period to allow drug
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manufacturers to exhaust present
label inventory and make the neces-
sary modifications in new labeling.

The Commissioner notes that the
concern over possible shortage was
limited to tight containers. Since the
U.S.P. and N.F. requirements became
effective on April 1, 1977, which is
almost 2 years after the originally
scheduled effective date, FDA has not
received any reports of shortages of
containers. As previously mentioned,
FDA had recommended that enforce-
ment action be withheld if shortages
occurred, but because none were re-
ported, FDA recommended that com-
pendial requirements for prescription
containers be enforced. The require-
ment that manufacturers label pre-
scription drugs to designate the proper
container will not significantly in-
crease the demand for tight contain-
ers; most prescribed drugs are subject
to container standards as provided by
a U.S.P. or N.F. monograph.

The Commissioner is, however, al-
lowing sufficient time before imple-
menting the labeling requirements for
prescription containers so that manu-
facturers can exhaust their label in-
ventory and devise new labeling.

6. Several comments were concerned
that the container requirements would
be costly to both the container indus-
try and the consumer. One comment
stated that at the time the N.F. pro-
posed the tight container standards
for drug packaging, no plastic vials
(either child-resistant or regular type)
could have met the levels for moisture
vapor transmissions, and 80 percent of
the containers were of styrene vials.
Therefore, to meet the requirements
by July 1975, as originally planned,
massive replacement of these vials
would be necessary. A container manu-
facturer’s analysis of the top 200 drug
products dispensed in 1973 indicated
that over 70 percent would require
tight containers. It was then thought
desirable for the pharmacist to stock
only “tight” containers, but this
action would create a demand for
about 1.6 billion capsule and 1.9 billion
tablet containers per year. Another
confainer manufacturer stated that in
1975, only its wide-mouth powder jars
and glass capsule bottles that closed
with contintuous threaded closures
could meet the tight container re-
quirements, and they represented only
about 5 percent of their styrene vial
sales. Further, the comment stated
that to meet the tight container re-
quirements, replacement in tools, ma-
chines, new buildings, and ancillary
production equipment would require 2
to 3 years to implement. In addition, a
capital investment of $1:5 million to $3
million would be involved. Another
manufacturer estimated that the cost
of the vial would be increased from 30
percent to 100 percent, and this cost

would have to be passed to the con.
sumer. Two national container manu-
facturers’ assoclations estimated that
the new capital investment necessary
for the container industry to achieve
full compliance would exceed $14 mil-
lion. That total represented new man-
ufacturing equipment, write-off of
some eXxisting machinery, plant re-
quirements, and new closure capacity.
These two comments stated that the
impact to the consumer and container
industry would be moderated if an ap-
propriate transition period were
adopted.

The Commissioner belleves that the
stay until April 1, 1977, granted by the
U.S.P. and N.F. in implementing their
container requirements, has lessened
the burden that would have been im.
posed on drug and container manufac-
turers if these requirements had been
imposed at an earlier date. Sufficient
containers complying with the com-
pendial standards are now available,
The Commissioner, while not disput-
ing the economic impact figures pre-
sented by the container manufactur-
ers, believes that the additional 2-year
transition period provided for contain-
er manufacturers to meet the demands
for the various containers for drugy
other than official compendial drugs
has been more than reasonable. Nei«
ther the inflationary impact that
would be imposed upon container
manufacturers nor the total impact to
industry, government, and consumers
is considered a major economic impact
as defined in Executive Orders 11821
and 11949, OMB Circular A-107, and
guidelines issued by the Department.
of Health, Education, and Welfare.

7. One comment contends that the
scope of the proposed regulation
should be expanded to cover over-the-
counter (OTC) drugs, cosmetlcs, no«
tions, and sundries to preserve their
identity, strength, quality, and purity,
on the theory that all are stored to-
gether in a pharmacy and in the home
medicine chest. The example was
given that a non-brescription drug
normally requiring only a well-closed
container may be significantly affect«
ed by extraneous vapors from a highly
efflorescent or volatile item stored
beside it.

The Commissioner does not agree
with this comment. A labeling require-
ment indicating the type container to
use would not serve a useful purpose,
because OTC drugs and cosmetics are
normally sold in the manufacturer's
original package. With respect to OTC
drugs,r good manufacturing practice
regulations require these products to
be packaged to preserve the products’
original identity, strength, quality,
and purity. ikewise, manufacturers of
cosmetics would use the most suitable
container for their products.
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8. Two comments indicated that the
regulation failed-to differentiate be-

- tween prescription drugs dispensed by

a pharmacist and those administered

"by a licensed practitioner. One of the
Comments recommended that pro-
posed §201.100(b) be reworded to ex-
plain the difference. One comment

- stated that pharmacists would not
need to know the type of container in
which to dispense a drug product such
as an anesthetic used in surgical set-
tings or a topical fluoride used by a
dentist.

The Commissioner concludes that
the regulation does distinguish be-
tween drugs dispensed by a pharma-
cist and those drugs usually adminis-
tered by a licensed practitioner. The
last sentence of § 201.100(b) says that
the statement specifying the type of
container to be used is not required
for unit-dose or unit-of-use packaging
or any other packaging format in
which medication is dispensed in the
manufacturer’s -original package. A
package containing an injectable prod-

" uct, for example, would not need the
statement. Therefore, these comments
are not accepted. -

9. Three comments were concerned
Wlth the practice of unit-of-use and
“single-dose packaging. They stated

- that hospital pharmacists, in particu-
lar, have been packaging drugs in
single-unit doses with increased fre-
quency over the last few years. The
comments stated that pharmacists do
not have readily available information
about the permeability of unit-of-use
or single-dose containers. One com-
ment stated that single-unit contain-
ers are sometimes kept for as long as §
weeks.

The Commissioner advises that this
rule 'does not apply to single-unit or
unit-of-use containers. If a manufac-
turer markets a drug in a unit-of-use
or single-unit package that is intended
to be distributed to the patient in the
manufacturer’s original package, the
manufacturer is required to use a con-
- tainer that will maintain the strength,
identity, and purity of the packaged
drug. If the hospital pharmacist re-
packages a drug into unit-of-use or
single-unit containers, that person
should also use:containers or packag-
ing materials appropriate for the par-
ticular drug. A statement in the drug
labeling about the type of container to
be used for repackaging the drug, even
though intended for the pharmacist
dispensing the-drug in a multiple-unit
contamer, will aid the hospital phar-
macist in selecting the proper packag-
- ing material.

10. Some comments suggested a
money savings by not requiring con-

- tainer specifications on drug products
that are stable even if subjected to
stresses of moisture, heat, and light.

One comment recommended that only
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drugs with stability problems require
container specifications.

The Commissioner rejects these sug-
gestions. If the labeling does not in-
clude container specifications, the
pharmacist cannot always be assured
that the manufacturer considered the
necessity of such specifications. The
integrity of most, if not all, drugs may
be compromised by dispensing in unsa-
tisfactory containers; thus, it is nei-
ther appropriate nor readily feasible
to identify drugs with known stability
or handling problems and apply con-
tainer specifications only to them.

11. One comment expressed the
opinion that the regulations would
provide container directlons to phar-
macists when the original container is
inappropriate for dispensing. The com-
ment stated that the wording “is dis-
pensed” in §201.100(b) implies that
the package must be dispensed to be
exempt from the requirement, despite
the fact that the package was designed
and is suitable for use as a patient
package. It was suggested that the
wording be changed to show that con-
tainer directions are not required for
prescription drugs whose original
package is designed and sultable for
d;siiensing to patients without; repack-
aging.

The Commissioner concludes that
the intent of the regulation as pro-
posed is the same as that recommend-
ed in this comment. To avoid confu-
sion, the Commissioner accepts this
comment and has revised this provi-
sion accordingly.

12. One comment recommended that
liquids be exempt from the labeling re-
quirement, because a liquid is usually
dispensed in an amber-colored glass
bottle with a screw top and would
automatically meet the requirements
for light resistance and tight seal.

The Commissioner does not agree
with this recommendation. If liquids
were exempt from the container speci-
fication requirement, the pharmacist
might attribute the absence of such a
statement to a lack of importance in
choosing the appropriate container.
With container specifications directly
on the manufacturer's l1abel, the phar-
macist can more readily determine
which container is appropriate.

13. One comment stated that manu-
facturers of drug products have long
been responsible for proper packaging
and labeling of their products but
have little control over subsequent re-
packaging and storage by pharmacists.
The comment, therefore, saw no prac-
tical benefit from the proposed label
requirement and suggested that it
would be more effective to establish
pharmaceutical grade container speci-
fications that would be developed, im-
plemented, identified, and guaranteed
by the container manufacturer.,
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Both phamacists and drug manufac-
turers are responsible for packaging a
drug product in accordance with pack-
aging requirements specified in the
monographs for drug products recog-
nized in the official compendia. In the
absence of compendial specifications,
the pharmacist often has little or no
information on which to base the se-
lectlon of a suitable container. For
this reason, FDA considers it appropri-
ate to require that such information
be available to the pharmacist for all
drugs. As stated in the preamble to
the proposal, the Commissioner be-
leves that the manufacturer of a drug
product is the person best able fo
imform the pharmacist of what consti-
tutes a suitable container for that
product. The label statement directed
to the pharmacist, as required by this
regulation, is therefore considered
necessary to enable the pharmacist fo
select a container for dispensing a
drug product that is adequate to main-
tain the product’s original identity,
strength, quality, and purity.

14, One comment recommended the
standardization of a phamaceutical
grade multiple-dose container line of
bottles, vials, and closures that would
satisfy basic light-resistance, weight,
and tight-closure characteristics for
most oral preparations. Other com-
ments suggested urging pharmacists fo
use only tight containers, and one
comment stated that the burden fo
show adequate stability in anything
less than a tight container should rest
upon whoever proposes to dispense or
;‘ecommend dispensing in anything

ess.

The Commissioner advises that this
regulation does not preclude a phar-
macist from dispensing drug products
in containers having specifications of
higher quality than that designated by
the manufacturer. The Commissioner
believes that the suggestion to use
only tight containers may simplify the
pharmacist’s job; however, FDA lacks
the authority to require that drug con-
tainers exceed actual packaging needs
of the drug involved. Because the
Commissioner believes that the types
of containers needed for noncompen-
dial drugs do not differ greatly from
those already required to be used by a
pharmacist for compendial drugs, this
regulation does not impose any addi-
tional burden on pharmacists in main-
taining an adequate inventory of dis-
pensing containers.

15. Several comments indicated that
the pharmacist is the person best able
to select an appropriate container in
certain situations. One comment ques-
tioned the statement from the propos-
al that the manufacturer is most able
to determine the best prescription con-
tainer for a particular product and
pointed out that pharmacists have
years of professional training to equip
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them in making dispensing decisions.
Further, the comment stated that the
manufacturer’s original container is
an excellent reference source as to the
type of container to be used for the
drug. Therefore, the pharmacist would
be able to make a comparison in se-
lecting a container that would not un-
reasonably jeopardize the purity and
quality of the drug product. Several
comments stated that the proposal
faijled to consider prescriptions that
are to be consumed immediately or in
a matter of hours and that the phar-
macist would be most able to select
the proper container in this situation.

While not disputing a pharmacist’s
expertise or judgment, the Commis-
sioner contends that manufacturers
are best able to recommend the appre-
priate prescription container for a par-
ticular product. Because manufactur-
ers are required to do stability studies
on the product, they already have
available much of the data needed to
determine the proper prescription con-
tainer. It would be extremely difficult
to predict the time within which it
would be permissible for a product re-
quiring tight closure to be dispensed
instead in a well-closed container. Fur-
ther, there is no assurance that a
product will be entirely used within a
prescribed time. With regard to the
pharmacist comparing a container to
the manufacturer’s original container,
such a comparison would provide some
information as to the type of closure
needed, but it would not be necessarily
adequate. Manufacturers package
their products to assure their integri-
ty, through seals or other means, to
protect the products under varying
condition of storage and handling.
The Commissioner therefore main-
tains that the pharmacist should give
careful attention to the manufactur-
er’s directions for container selection.

16. One comment stated that the dis-
cretionary language about the type of
container to be used could vitiate the
U.S.P. container program.

The Commissioner disagrees with
this comment. If a drug is subject to a
U.S.P. or N.F. monograph, the state-
ment in the -labeling specifying the
type of container to be used has to be
consistent with any wording in the
monograph. Therefore, this regulation
is consistent with the U.S.P.’s contain-
er program. In the case of drugs not
subject to a U.S.P. or N.F. monograph,
the manufacturer’s statement directs
the pharmacist to use a type of con-
tainer that is specified for that partic-
ular drug. .

17. Five comments suggested that la-
beling statements specifying appropri-
ate containers should not be required
until the level of required protection is
known and subject to drug mono-
graphs, or until some other specific de-
termination has been made that re-
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quirements such as a tight container
are needed. One comment recommend-
ed that the regulation require the la-
beling statement for only those drugs

- that need special handling, protection,

or storage when dispensed to a patient
and which are not subject to compen-
dial storage requirements specifying
the type of container.

The Commissioner believes that for
proper enforcement of the act, pre-
scription drug products must be la-
beled to specify the appropriate con-
tainer to assure that they are dis-
pensed in a manner that provides
maximum protection to the consumer.
The U.S.P. and N.F. contain mono-
graphs specifying containers for many
drug products. For drug products not
subject to an official monograph, the
manufacturer can determine the
proper container. A container cannot
be specified unless stability data are
available. The manufacturer should
know the type of container necessary
to maintain the stability of its prod-
uct. If the manufacturer fails to iden-
tify the appropriate container for a
drug product, the pharmacist has no
assurance that the proper container
was considered. Whether the drug is
recognized in an official compendium
should not be a basis for determining
the need for the container statement.

18. One comment suggested that la-
beling requirements specifying appro-
priate prescription containers could be
best enforced under the Consumer
Product Safety Act.

The Commissioner disagrees with
this comment. The Food and Drug Ad-
ministration, not the Consumer Prod-
uct Safety Commission, has the au-
thority to require drug manufacturers
and pharmacists to package prescrip-
tion drugs in containers that maintain
the identity, strength, quality, and

. purity of the drug. Under section 502

of the act, a drug is misbranded if it it
does not comply with the packaging
requirements of paragraphs (g), (h),
and (p); and under section 501(a)(2X(B)
of the act, a drug is adulterated if it is
not manufactured under current good
manufacturing practice.

19. One comment suggested record-
ing § 201.100(b) to show that the man-
ufacturer’s directions about containers
are merely for informational purposes
and do not have to be followed by the
pharmacist. Another comment was
concerned that if the manufacturer’s
directives were followed in all in-
stances, it would frustrate the phar-
macist’s professional capabilities and
would not benefit the patient; if, how-
ever, the pharmacist chose not to
follow the manufacturer’s *“sugges-
tion,” the pharmacist would be ex-
posed to an increased risk of liability.

The container statement is more
than a suggestion to the pharmacist.
Section 503(b) of the act does not ex-

clude compendial drug products from
the labeling and packaging recquire-
ments of section 502(g). The producty
are misbranded if they are not pack-
aged in the specified containers. More-
over, the pharmacist should be aware
that a manufacturer’s directive for a
particular type of container is derived
from research demonstrating that
such a container is suitable for the
drug product. The Commissioner be-
lieves that readily available container
specifications will be more of a benefit
than a problem because they will save
the pharmacist time. The Commission-
er fails to understand how providing
pharmacists with packaging informa-
tion frustrates or adversely reflects
upon the professional training of the
pharmacist.

20. Two comments objected to the
wording “Dispense (name of drug
product) in containers which (state-
ment of specifications which clearly
enable the dispensing pharmacist to
select an adequate container)”. The
comment interpreted this statement as
allowing, or even mandating, drug
manufacturers to prescribe particular
materials, dimensions, or other specifi-
cations for drug containers.

It is not the intent of the regulation
to require a statement specifying the
particular materials or dimensions for
drug containers. The statement of
specification is intended to be a state-
ment by the manufacturer that indi-
cates the typé of container to be used
for the drug, e.g., well-closed, tight,
light-resistant. A drug whose stability
is critical enough to require the type
of detail mentioned by the comment
should be packaged for dispensing
from the manufacturer’s original con-
tainer.

21. One comment stated that all
drugs should be required to show an
expiration date or date of manufac-
ture on the immediate container be-
cause, for container specifications to
be effective, the pharmacist must
know the age of the drug.

The Commissioner maintains that
expiration dates should be on all pre-
scription drugs and included such a re-
quirement in the proposed current
good manufacturing practice regula-
tions published in the FEperAL REGIS«
TER of February 13, 1976. It is expect-
ed that a final order regarding this
proposal will be published soon.

22. Three comments stated that this
regulation would further crowd the
wording on labels, resulting in other
important information being less dis-
cernible. One comment recommended
that a universal container code should
be devised, such as “Storage A” (or B,
C, D, E, etc.), so that the label could
fulfill this requirement but not crowd
the present wording. Two comments
recommended against repeating the
name of the drug in the directions
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specifying the type of container to be
used.

The proposal for a code system to
signify the type of dispensing contain-
er to be used is a novel idea. The Com-

missioner is not certain of its value or ..

feasibility, and invites comments con-
cerning such a system. No action will
be taken on this comment at this time.

The Commissioner does not believe
that the brief statement specifying
the type of container would crowd the
wording in existing labels to such an

_ extent that it would compromise other
information on the label. If the imme-
diate container is too small or other-
wise unable to accommodate a label
and still have enough space to bear all
other required information, the regu-
lations provide for alternative meth-
ods for placement of this information.
To save space, however, the Commis-
sioner is deleting from the require-
ments for container specifications a re-
quirement that the name of the drug
be stated. -

23. One comment recommended that
the required container dispensing in-
formation be permitted anywhere in
theé labeling. It was stated that such a
statement on the label was unneces-
sary and would distract the pharma-
cist from other. information on the
label.

~ The Commissioner concludes that it
is particularly important that the con-
tainer information be placed on the
immediate container label of any drug
product large enough to bear such a
statement. Small packages are often
stored In an outer package on the
pharmacist’s shelf and the container
information.is readily available, either
on the outer package or on an insert.
If the package is so small that it would
be exempted from having other man-
datory statements on the label, the
pharmacist would automatically refer
to the accompanying labeling, By con-
trast, drugs packaged in larger imme-
diate containers are often stored only

-in the manufacturer’s original contain-
er and the pharmacist dispenses there-
from. In these cases, the only readily
available container information would
have to be on the 1abel.

‘The potential environmental effects
of this action have been carefully con-
sidered, and the ¥FDA has concluded
that the action will not significantly
affect the quality of the human envi-
ronment. This action is one of a type

- for which the agency has determined
that the preparation of an environ-
mental impact statement is not re-
guired, except in rare and unusual cir-
cumstances (21 CFR 25.1(£)(12)). Ac-
cordingly, the preparation of an envi-
ronmental impact analysis report for
this action is not required under 21
CFR 25.1(g).

_ ‘Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 502, 505,
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701(a), 1050-1053 as,amended, 1055 (21-,

U.S.C. 352, 355, 371(a))), and under au-
thority delegated to the Commissioner
(21 CFR 5.1), chapter I of title 21 of
the Code of Federal Regulations is
amended as follows:

1. In part 201 by amending § 201.100
by revising paragraph (b)(6) and
adding a new paragraph (b)(7) to read
as follows:

§201.100 Prescription drugs for human
use.

- s L] » .

(b) % & %

(6) An identifying lot or control
number from which it is possible to de-
termine the complete manufacturing
history of the package of the drug.

(7) A statement directed to the phar-
macist specifying the type of container
to be used in dispensing the drug prod-
uct to maintain its identity, strength,
quality, and purity. Where there are
standards and test procedures for de-
termining that the container meets
the requirements for specified types of
containers as defined in an official
compendium, such terms may be used.
For example, “Dispense in tight, light-
resistant container as defined in the
National Formulary”. Where stand-
ards and test procedures for determin-
ing the types of containers to be used
in dispensing the drug product are not
included in an official compendium,
the specific container or types of con-
tainers known to be adequate to main-
tain the identity, strength, quality,
and purity of the drug products shall
be described. For example, “Dispense
in containers which (statement of
specifications which clearly enable the
dispensing pharmacist to select an
adequate container)”: Provided, how-
ever, That in the case of containers
too small or otherwise unable to ac-
commodate a label with sufficlent
space to bear all such information, but
which are packaged within an outer
container from which they are re-
moved for dispensing or use, the infor-
mation required by paragraph (b) (2),
(3), (5), and (7) of this section may be
contained in other labeling on or
within the package from which it is to
be dispensed; the information referred
to in paragraph (b)(1) of this section
may be placed on such outer container
only; and the information required by
paragraph (b)(6) of this section may
be on the crimp of the dispensing
tube. The information required by this
paragraph (bX7) is not required for
prescription drug products packaged
in unit-dose, unit-of-use, on other

_packaging format in which the manu-

facturer's original package Is designed
and -intended to be dispensed to pa-
tients without repackaging.

. L d L] - L]
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2. In part 314:

a. Section 314.1¢c)(2) is amended by
adding a new item 4.g. in form ¥D-
356H to read as follows:

§314.1 Applications.
» - - . -

(c)...
(2)‘-‘

FD-356H* * *

. - » 4 -

4. LR 2 S

g. I{ the drug is limited in its labeling to
use under the professional supervision of a
practitioner licensed by law to administer it,
its 1abel shall bear a statement directed to
the pharmacist specifying the_type(s) of
container(s) to be used in dispensing the
drug to maintain its {dentity, strength, qual-
ity, and purity so as to be in ¢onformance
with the provisions of §201.100(b) (21 CFR
201.100(b)).

» L ] - - .

b. Section 314.8 is amended by
adding new paragraph (a}5)(xi) to
read as follows:

§314.8 Supplemental applications.

(a) * 8 S

(5) s o

(xi) Change in the 1abel to provide
for a statement directed to the phar-
macist specifying the type(s) of
container(s) fo be used in dispensing
the drug to maintain its identity,
strength, quality, and purity.

» » L J - L 4

Effective date: Compliance with this
regulation may begin immediately.
The regulation is effective for all prod-
ucts introduced or delivered for infro-
duction initially into interstate com-
merce on or after August 27, 1978.

In accordance with Executive Order
12044, the economic effects of this
final rule have been carefully ana-
1yzed, and it has been determined that
the final rule does not involve major
economic consequences as defined by
that order. A copy of the regulatory
analysls assessment supporting this
determination is on file with the Hear-
ing Clerk, Food and Drug Administra-
tion.

Dated: August 18, 1978.

Wirriam F, RANDOLFE,
Acling Associate Commissioner
Jor Regulatory Affairs.
[FR Doc. 78-23756 Filed 8-24-178; 8:45 am3}
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[4110-03] .
SUBCHAPTER H—MEDICAL DEVICES

[Docket No. T7TN-0255]1
MEDICAL DEVICE LISTING

Final Rule

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This document sets forth
the procedures for the listing of medi-
cal devices under the Medical Devices
Amendments of 1976. The rule estab-
lishes who must list devices, the times
for listing, how devices must be listed,
and other necessary procedural re-
quirements.

EFFECTIVE DATE: October 10, 1978.

FOR FURTHER INFORMATION
CONTACT:

Thomas V. Kelley, Bureau of Medi-
cal Devices (HFK-124), Food and
Drug Administration, Department of
Health, Education, and Welfare,
8757 Georgia Avenue, Silver Spring,
Md. 20910, 301-427-7190.

SUPPLEMENTARY INFORMATION:
The proposal upon which this final
regulation is based was published in
the FEpERAL REGISTER of September
30, 1977 (42 FR 52808), with correc-
tions published October 7, 1977 (42 FR
54574), November 1, 1977 (42 FR
57137), and December 2, 1977 (42 FR
61287), Interested persons were given
until November 29, 1977 to comment.

Eighteen comments were received on
the proposal. The issues most often
raised concerned the definition of a re-
stricted device, the clarification of var-
fous other definitions, the require-
ments for maintenance of the histori-
cal file, and the requirement for semi-
annual updating.

The final regulation is being adopted
substantially as proposed, although
several changes have been made in re-
sponse to the comments and to clarify
the language of the regulation.

DEFINITIONS

1, Five comments objected to the
definition of the term “restricted
device” in proposed § 807.3(i) (21 CFR
807.3(1)). These comments stated that
the Commissioner of Food and Drugs
must designate restricted devices by
regulations promulgated under section
520(e) of the act (21 U.S.C. 360j(e))
and could not, except by such regula-
tions, designate all prescription de-
vices under §801.109 (21 CFR 801.109)
as restricted devices.

The Commissioner maintains that
the “devices that were .prescription de-

vices under § 801.109 became restricted -

devices under section 520(e) of the act
by operation of law on the date of en-
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JActment of the Medical Device Amend-

ments of 1976.

The issue, however, has been under
litigation. In three related cases,
Becton, Dickinson and Company V.
Food and Drug Administration;
United States v. Becton, Dickinson
and Company, and In the Matter of
Establishment Inspection of Bard-
Parker Division .of Becton, Dickinson
and Company, the U.S. Djstrict Court
for the Northern District of New York
ruled that FDA must issue regulations
classifying devices as “restricted de-
vices.” 448 F. Supp. 776 (N.D. N.Y.
19'78), appeal docketed, No. 78-6109
(2d Cir. June 5, 1978). The government
is appealing that decision to the U.S.
Court of Appeals for the Second Cir-
cuit.

Subsequent to the Becfon decision,
two other U.S. District Courts have
ruled on the prescription/restricted
device issue. In both cases, the courts
declined to follow the Becton decision.

The U.S. District Court of the Cen-
tral District of California sustained
FDA'’s position that heart pacemakers,
which previously were prescription de-
vices, are now “restricted devices,” and
granted FDA access to related records.
In the Matter of the Establishment In-
spection of American Technology, Inc.,
No. CV 78-1727-LEW (C.D. Cal., filed
June 14, 1978).

The U.S. District Court for the Dis-
trict of Massachusetts granted a
motion to quash an administrative
warrant sought by FDA for records re-
lating to endotracheal ftubes on the
basis that the warrant was too general.
On the restricted device issue the
Court held:

I find, however, the device in question is a
“restricted device” by reason of having been
limited to use by prescription only prior to
the enactment of 21 U.S.C. 360j [and] is cov-
ered by 21 CFR 801.109. I decline to follow
Becton, Dickinson v. FDA, 448 F. Supp. 776
(N.D. N.Y., 1978).

In Re: Administrative Warrant
Issued to the Food and Drug Adminis-
tration on July 27, 1978 Regarding
Portex, Inc. (D. Mass., filed July 28,
1978). The issue is pending also in two
related cases before the U.S. District
Court for the Western District of Mis-
souri., United States v. Sherwood Medi-
cal Industries, Inc., et al. (No. 77-0890-
CV-W-2Z) and I'n the Matter of Estab-
lishment Inspection of Sherwood Medi-
cal Industries, Inc. (No. 77-0265-CV-
W-2). The -definition of “restricted
device” in §807.3(i) is consistent with
the Commissioner’s position in those
proceedings. -

2. Two comments suggested the defi-
nitions of “representative sampling of
advertisements” and “representative
sampling of any other labeling” in pro-
posed §807.3 (k) and (1), respectively,
need- clarification because the phrase,
“gives a balanced picture of,” is con-

’

fusing. One comment suggested that
these definitions are unnecessary and
that the Commissioner should be re-
quired to specify the nature of the ad«
vertisement and labeling materinl
whenever the agency makes a specifio
request for labeling and advertise.
ments.

The Commissioner agrees that the
definitions need clarification. There-
fore, the phrase, “a balanced plcture
of,” has been deleted from §807.3 (k)
and (1) in the final regulation. Howev-
er, the Commissioner rejects the sue-
gestion that these definitions are un-
necessary because they are needed to
explain terms used in §807.31¢e) (2)
and (3) of the final regulation (21 CFR
807.31(e) (2) and (3)). Section 510(j)(1)
of the act (21 U.S.C, 360(j)(1)) requires
only that a “representative sampling”
of advertisements and ldbeling be sub-
mitted with device lists (Form FD-
2892). Therefore, the Commissioner Is
not required to specify the nature of
the advertisements and labeling to be
submitted. Section 807.31, which
allows owners or operators to maintain
the advertisements and labeling in a
historical file for their convenience,
does not impose any additional legal
requirements on the Commissioner to
specify the nature of the advertise-
ments and labeling. However, FDA re-
quests for representative sampling of
advertisements or any other labeling
will, to the extent possible, specify the
nature and the basis for the request to
further aid the owner or operator in
submitting advertisements and label-
ing.

3. One comment asked why labels
and package inserts were excluded
from the definition of “representative
sampling of any other labeling” in pro-
posed §807.3(1). Another comment
questioned how the labeling for an
electronic instrument, which consists
of nameplates, technical manuals (or
instruction  sheets), specification
sheets, and advertisements relates to
the terms “label,” “package Insert,”
and “any other labeling.”

- The Commissioner realizes that both

the terms “label” and “package Insert”
are included within the term “label-
ing,” as defined in section 201(m) of
the act (21 U.S.C. 321(m)). Neverthe-
less, section 510(j)(1)(B)(ii) of the act
provides that “the label and package
insert * * * and a representative sam-
pling of any -other labeling” are re-
quired (see § 807.31(e)(3)). Thus, “any
other labeling” includes written, print-
ed, or graphic matter (other than the
label or package insert) (1) upon any
article or any of its containers and
wrappers or (2) accompanying such ar-
ticle (e.g., specification sheets, mainte-
nance manuals, technical manuals
which do not give instructions for the
use of the device, and catalogs).



In reference to the comment con-
cerning electronic devices, the Com-
missioner notes that the definitions of
“label” and “labeling” in section 201
(k) and (m) of the act, respectively, are
controlling. To simplify greatly, a
“label” is written information on, or
attached to, a device;
insert” is any labeling accompanying
the device that gives instructions for
its use. (“Labeling” is a broad term en-
- compassing both “label” and “package
" insert.”) Therefore, for electronic de-
vices, nameplates would be considered
Iabels; technical manuals that include
instructions- for use or instruction
sheets that accompany the device
would be considered package inserts;
and specification sheets would be “any
other labeling”—other than labels or
package inserts. Advertisements would
not be “labeling” unless they accompa-
ny the device. :

4. A new definition has been added
to the final regulation. The term “ma-
terial change” has been added to
§807.3 as paragraph (m) to clarify re-
vised § 807.31(b). This is discussed fur-
ther under the comments relating to

. broposed § 807.31.

‘WHo Must List

5. One comment proposed that X-
ray manufacturers be exempted from
listing X-ray equipment and parts
with the Bureau of Medical Devices
because they are listed with -the
‘Bureau of Radiological Health.

The Commissioner rejects this pro-
posal. Part 1002 of Title 21 of the
Code of Federal Regulations (21 CFR
- Part 1002), governing records and re-
ports issued under the authority of
section 360A of the Public Health
Service Act (42 U.S.C. 263i), provides
for initial and annual reports to the
Bureau of Radiological Health. How-
_ ever, the reports only provide informa-
tion on operational characteristics of
electronic products relating to radi-
ation emission. The authority in sec-
tion 510 of the act is much broader. It
authorizes the Commissioner to re-
quire the submission of labeling (as set
forth in § 807.31(a) and (b)) not merely
information relating to electronic
product radiation safety. In addition,
firms must supply other information
on Form FD-2892, e.g., -classification
name and number. Because the regula-
tions issued under section 360A of the
Public Health Service Act do not pro-
vide for the submission of information
required@ by these regulations, the
Commissioner concludes that owners
or operators of firms producing equip-
ment regulated by both the Bureaus
of Radiological Health and Medical
Devices must complete Form FD-2892
in its entirety. To eliminate duplica-
tion of requirements, the Bureau of
Medical Devices will review.initial and
annual reports submitted to the

a “package-
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Bureau of Radiological Health under
part 1002 before contacting owners or
operators for labeling and advertise-
ments.

6. Section 807.20(a) (21 CFR
807.20(a)) provides that lsting infor-
mation may be submitted by the
parent, subsidiary, or affiliate compa-
ny for all the establishments under
the control of one of these organiza-
tions when operations are conducted
at more than one establishment and
there exists joint ownership and con-
trol among all the establishments.

One comment suggested that this
section be modified to provide that the
listing information may be submitted
by the parent, subsidiary, or affillated
company for all establishments “in-
cluding foreign facilities.”

The Commissioner concurs swith the
comment and has revised § 807.20(a) of
the final regulation to include refer-
ence to foreign establishments. Sec-
tion 807.40(b) has also been changed
to permit a parent, subsidiary, or affil-
jate company of a foreign establish-
ment to list and maintain the histori-
cal file. on behalf of the forelgn estab-
lishment.

7. One comment requested clarifica-
tion as to whether registration and
listing are required only for firms en-
gaged in the manufacture, prepara-
tion, propagation, compounding, as-
sembly, or processing of “finished" de-
vices. Also, the comment suggested
that firms manufacturing or selling
components of in vitro diagnostic
products for use in systems manufac-
tured by other firms, if required to
register and list, should be required to
submit labeling to the Food and Drug
Administration for review to protect
the public from exposure to products
not in compliance with current in vitro
diagnostic labeling regulations.

The -Commissioner believes that
§ 807.20(a) as revised in this final regu-
lation adequately specifies who must
register and 1list. Under §807.20(a),
some owners or operators, in addition
to those engaged in the manufacture,
preparation, propagation, compound-
ing, assembly, or processing of “fin-

- ished” devices, are required to list, e.g.,

owners or operators that (1) repackage
or relabel a device, (2) manufacture
components or accessories that are
ready to be used for any intended
health related purpose and are pack-
aged or labeled for such health related
purpose (e.g., blood fillers and hemo-
dialysis tubing), or (3) manufacture
devices which of necessity must be fur-
ther processed by a licensed practi-
tioner or other qualified person to
meet the needs of a particular patient
(e.g., a manufacturer of ophthalmic
lens blanks). An owner or operator
should review §807.65
807.65), which discusses exemptions
from registration for device establish-

(21 CFR-

37991

ments. Any owner or operator who is
exempt from registration is exempt
{rom listing. In addition, any owner or
operator Is exempt from listing a par-
ticular device if the production of that
device does not subject the owner or
operator to the requirement of regis-
tration. .

In response to the second comment,
the Commissioner believes that
§807.31(e) will enable FDA to secure
and to review labeling, when neces-
sary, of firms manufacturing or selling
components of in vitro diagnostic de-
vices for use in systems manufacfured
by other firms. Accordingly, the Com-
missioner rejects the suggestion that
thisA.materialbe submitted routinely to
D !

8. Two comments stated that manu-
facturers of devices that do not enter
interstate commerce should be specifi-
cally exempted from the provisions of
proposed §807.20(a). These comments
stated that the presumption of inter-
state commerce is rebuttable and that
zloLme devices.do not enter commerce at

These comments raise the question
of the applicablity of the regulation in
two situations: (1) Where a device is
not marketed at all, and (2) where it is
manufactured and marketed only in-
trastate. The Commissioner advises
with respect to the first situation that
only those devices in commercial dis-
tribution (as defined in §807.3(b))
must be listed. In response to the
second issue, the ‘Commissioner does
not accept the implication in the com-
ment that section 510 of the act ap-
ples only to devices that have been
shown to move in interstaie com-
merce. Section 510(b) of the act re-
quires the annual registration of every
establishment “in any State ergaged
in the manufacture, preparation, prop-
agation, compounding, or processing
of a drug or device * * *.” See also sec-
tion 510(c) and (d) of the act relating
to initial and additional registration.
Similarly, section 510(h) of the act
provides: “Every establishment in any
State registered with the [FDA] * * *
shall be subject to inspection * * *.”
Under section 510¢j) of the act, of
course, any establishment reguired to
register may also be required to
submit listing information.

The Commissioner notes that sec-
tion 510 of the act specifically does not
require a showing of movement in in-
terstate commerce. Coipare section
301(a) of the act (21 U.S.C. 331(a)) re- -
lating to the introduction of adulterat-
ed or misbranded devices into inter-
state commerce. When section 510 was
initially enacted in 1962 (Pub. I. 87-
781, Title 111, § 302), Congress specifi-
cally made findings that the registra-
tion and inspection of intrastate esab-
lishments were necessary because of
their impact on interstate commerce.
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See section 301 of Pub. L. 87-781. In
enacting the Medical Device Amend-
ments of 1976 (Pub. L. 94-295), Con-
gress further expanded FDA’s authori-
ty to regulate devices without regard
to specific showings of movement in
interstate commerce. See section
304(a)2) of the act (21 US.C.
334(a)(2)), authorizing the seizure of
any adulterated or misbranded device
when and where found with no re-
quirement to establish interstate com-
merce, and section 709 of the act (21
U.S.C. 379a), establishing a presump-
tion of interstate commerce in other
regulatory matters involving devices.
Congress expressly stated its intention
to expand FDA’s intrastate authority
over devices in House Report No. 94-
853, Medical Device Amendments, Feb-
ruary 29, 1976, at page 15.

9. Two comments suggested that the
requirement in proposed §807.20(a)
“to submit a list of every device in
commercial distribution” be modified
to be consistent with the requirement
in proposed §807.22(b) (21 CFR
807.22(b)) that “devices having vari-
ations in physical characteristics such
as size, package, shape, color, or com-
position should be considered to be
one device, provided the variation does
not change the function or intended
use of the device.,” The comments
noted that § 807.22(b) does not require
the submission of a list including
“every” device.

The Commissioner agrees with the
comment and has revised §807.20(a)
by eliminating the word “every” and
rephrasing the requirement to read:
“to submit listing iInformation for
those devices in commercial distibu-
tion.”

10. Section 807.20(a)(2) of the final
regulation has been changed to elimi-
nate duplicate listing by exempting an
owner or operator who only manufac-
tures devices according to another
owner or operator’s specifications for
commercial distribution by the owner
or operator initiating the specifica-
tions. As proposed, both parties would
have been required to list the same
product. .

TIME FOR LISTING

11. Several comments objected to
the imposition of the December 31,
1977 deadline for listing. These com-
ments asserted that there was no re-
quirement to list devices with FDA
until FDA issued final device listing
regulations.

The Commissioner notes that device
listing is required by section 510(j) of
the act and is not dependent on the is-
suance of a final regulation. In the
FepERAL REGISTER 0of December 28,
1976 (41 FR 56397), FDA gave notice
that device listing requirements would
be implemented in 1977. Form FD-
2892 and the accompanying Device

RULES AND REGULATIONS

Listing Information and Instructions
were sent to Medical Device Establish-
ments in October 1977 to enable device
listing by December 31, 1977. However,
the Commissioner has determined
that the regulation shall not become
effective until October 10, 1978. This
will allow ample time for submission
of forms by owners or operators who
did not receive a listing packet in time

to list by December 31, 1977, or who -

did not have sufficient time for other
reasons, such as contacting foreign
suppliers or affiliates. Section 807.21
has been changed accordingly. The
Commissioner believes that the effec-
tive date of October 10 1978, will alle-
viate the need of granting further ex-
tensions of time to submit the forms.

12. One comment suggested that the
words “or as changes occur” be added
to the last sentence of proposed
§807.21, which requires an owner or
operator to' “update its device listing
information every June and Decem-
ber.” This change will make §807.21
consistent with 807.30(b), which re-
quires an owner or operator to ypdate
its “device listing information during
each June and December or, at its dis-
cretion, at the time the change
occurs.”

The Commissioner agrees with the
comment and has changed § 807.21 by
adding the phrase “or, at its discre-
tion, at the time the change occurs.”

How To SUBMIT LISTING

13. Two comments suggested that
proposed § 807.25(f) be revised to allow
the submission of computer-generated
forms in lieu of the listing forms pro-
vided by FDA. The comments also sug-
gested that FDA assign blocks of num-
bers so that registered establishments
without access to a computer could
preprinf their forms with various re-
petitive information.

The Commissioner observes that
proposed §807.22(b) provides that
tapes for computer input may be sub-
mitted if equivalent in all elements of
information specified in Form FD-
2892. The Commissioner would prefer
the submission of computer tapes.

"However, should there be situations

where it is not possible for the owner
or operator to provide a computer tape
compatible with FDA equipment, hard
copy computer output would be ac-
cepted as equivalent to computer
tapes, provided that review and ap-
proval is secured from FDA before
submission in accordance with
§ 807.22(b).

Upon request to the Bureau of Medi-
cal Devices at the address given in
§ 807.22(a), FDA will provide blocks of
numbers to be used as the document
number by owners or operators who
prefer to preprint their own listing
forms.

14, One comment suggested that
proposed § 807.22(c) be modified to in-
dicate that the initial distributor of an
imported device may submit device
listing information on behalf of a for-
eign establishment if the init{al dig-
tributor is: (1) A parent, subsidiary, or
affiliate company of the foreign manu-
facturer where joint ownership and
control exist, as provided in proposed
§807.20, or (2) the, only domestic dis-
tributor of that forelgn manufacturer
and, in addition, submits to FDA a
letter from the foreign establishment
authorizing the initial distributor to
list and maintain a historical file on
the foreign establishment’s behalf.

The Commissioner has.reviewed the
listing requirements for initial distrib-
utors and has made the following
changes in the final regulation to clar-
ify those redquirements. Section
807.22(c) has been changed to require
the initial distributor to submit form
FD-2892 and to maintain the histori-
cal file for those imported devices (1)
for which the specifications have been
initiated or developed by the initial
distributor or (2) which have been re-
packaged or relabeled by the initial
distributor (see § 807.20(a) (1) and (2)).
The listing requirements in
§ 807.22(c)(3) remain unchanged from
proposed § 807.22(c) if the initial dis-
tributor did not initiate or develop the
specifications for the device or repack-
age or relabel the device.

Section 807.40(b) (21 CFR 807.40(b))
has been changed to allow a parent,
subsidiary, or affiliate company of the
foreign manufacturer or an initial dis-
tributor, who is a sole initial distribu-
tor, to list and maintain the historical
file for a foreign manufacturer upon
meeting the other requirements in the
paragraph. The Commissioner notes
that the initial distributor may, in
turn, distribute the product to multi-
ple domestic distributors and still be
authorized to list for the forelgn es-
tablishment.

INFORMATION REQUIRED FOR DEVICE
LISTING

15. One comment stated that the
device listing information and instruc-
tions accompanying form FD-2892
contain terms that are not adequately
defined and instructions that are un-
clear and confusing.

The Commissioner believes that the
device listing information and instruc.
tions accompanying form FD-2892
give adequate directions for submit.
ting listing information for most situa-
tions. The agency will provide detailed
guidance in those situations where any
owner or operator is confused as to
the appropriate procedures to follow
in listing devices. If many owners or
operators need to have these instruc-
tions clarified, updated instructions
will be provided at a later date.
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- not a

° this subparagraph applies,

16.. One comment questioned th;a
statutory authority for question 14 on

" form FD-2892. The question reads, “Is

the device, as labeled, intended for dis-
tribution to and use by the general
public?” The comment expressed con-
cern. that this information would be
used to classify a device as a “restrict-
ed” device.

The Commissioner observes that sec-

_tion 510(j)(1) (A) and (B) (i) and (ii) of

the act requires the submission of all
1abels for each listed device. If FDA
required all Iabels to be submitted
with form FD-2892, it could readily be
discerned whether the device, as la-
beled, was intended for distribution to
and use by the general public. Ques-
tion 14 on form FD-2892 allows this
information to be provided to FDA
without requiring the submission of
all labels, which would otherwise
burden owners or operators with the
additional costs of submitting all
1abels.

The agency wﬂl determine those de-
vices that are restricted devices in ac-
cordance with section 520(e) of the
act. This determination is not depend-
ent on the answer to question 14. Also,
the Commissioner notes that under
section 510(3)(1)(D) of the act, FDA
may require the submission of the
basis for determining that a device is
restncted device (see
§807.31(e)(5)). -

17. One comment obJected to the re-

quirement in proposed §807.25(£)(1), .

that the device be identified by a

- common or usual name. The comment
_ stated that identifying a device by a

common or usual name would require
the addition of that name to the label
in order to avoid misbranding under
section 502(e)(2) of the act (21 U.S.C.
352(e)(2)). To relieve this problem, it
was suggested that the term “common
or usual name” on form FD-2892 he
changed to “descriptive name.”

The Commissioner notes that sec-
tion 510(3) (1) and (2) (A), (B), and (C)
of the act requires that upon initial
listing, discontinuance, or a resump-
tion. of commercial distribution of a
device, its established name, as defined
in section 502(e) of the act, must be
listed. In section 502(e)(4) of the act,

. ***the term. “established name"‘ with

) respect to a device means (A) the applicable

official name of the device designated pur-
suant to section 508, (B) if there is no such
name and such device is an article recog-
nized in an official compendium, then the
official title thereof in such compendium, or
(C) if neither clause (A) nor clause (B) of
then

common or usual name of such devyice.

Because no official names have been
established for devices under section
508 of the act and few official names
for devices are recognized in an official
compendium, the.common or usual

_name must be provided to satisfy the
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established name requirement of sec-
tion 510(¢3) (1) and (2) (A), (B), and (C).
The use of a ‘“descriptive name” on
form ¥D-2892 would not comply with

- the act.

The identification of a common or
usual name on form FD-2892 does not
change the requirement of section
502(e)(2) of the act that the estab-

lished name appear on the label to-

avoid misbranding. However, the Com-
missioner does not intend to use the
designation of the common or usual
name on form FD-2892 to enforce sec-
tion 502(e)(2) of the act because a
change in the common or usual name
does not require the updating of form
FD-2892- (see §807.30(b)(6) (21 CFR
807.30(b)(6M).

18. One comment suggested that the
last phrase of proposed §807.25(f)(1),
which states “* * * that has not been
included in any list of devices previ-
ously submitted on form FD-2892,” be
changed to read “* * * distribution
that has not been included In any lst
of devices which have been previously
submitted to FDA,” because the pres-
ent wording of the section suggests
that more than one device can be in-
cluded on a form ¥FD-2892. The com-
ment stated that this conflicts with
proposed § 807.22(b), which states that
“a separate form ¥FD-2892 shall be
submitted for each device or device
class listed with the Food and Drug
Administration.”

The Commissioner does not believe
that there is any conflict between the
provisions of §§807.25(fX1) and
807.22(b). The suggested change to the
wording of §807.25(1)(1) does not sig-
nificantly change the meaning of that
section and therefore is rejected. The
Commissioner, however, agrees that
only one device can be included on a
form ¥FD-2892.

19. One comment suggested that
proposed § 807.25(f) (1) through (5) be
modified to use the exact wording that
appears on form FD-2892, thus per-
mitting the reader of the regulation to
know exactly what information has to
be supplied even though he does not
have a copy of form FD-2892.

The Commissioner agrees that, to
the extent possible, all information to
be submitted on form FD-2892 should
be specified in the regulation. Section
807.25 has heen changed accordingly.
Section 807.25(£)(1) has been changed
to specify that listing information
shall state the classification number of
the device. Sectilon 807.25(f)(4) has
been changed to specify that listing in-
formation shall state the establish-
ment type of every domestic or foreign
device establishment under joint own-
ership and control of the owner or op-
erator at which the device is manufac-
tured, repackaged, or relabeled (see
paragraph 20 in this preamble). New
§807.25(£)(5) Is added to speclfy that
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listing information shall state whether
the device as labeled-is intended for
distribution to and use by the general
public. New §807.25(f}6) has been
added to specify that listing informa-
tion shall state all’other general infor-
mation on form FD-2892, Proposed
§807.25()(5) (redesignated §807.25(f)
(7)) has been changed and allows de-

scriptive information other than label-

ing to describe the intended use of a
device when the owner or operator is
unable to find an appropriate classifi-
cation name for the device. A copy of
form FD-2892 may be obtained by con-
tacting FDA at the address indicated
in §807.22(a).

20. One comment questioned wheth-
er proposed §807.25(f)(4) should be
clarified by adding the words “domes-
tic or foreign” before the words
“device establishment.”

The Commissioner agrees with the
comment and has changed the final
regulation accordingly. However, only
those establishments under joint own-
ership and control of the owner or op-
erator must appear on form FD-2892
(see paragraph 19 ahove).

UPDATIRG DEVICE LISTING

21. Three comments suggested that
the filing of premarket notifications
coupled with annual list updating
would satisfy the requirement of semi-
annual list updating and ease the
agency’s administrative burden.

The Commissioner disagrees with
the comment. Section 510(j)(2) of the
act requires semiannual updating. In
addition, certain information required
under listing is not required under pre-
market notification. Therefore, the
{iling of premarket notifications coup-
led with annual list updating will not
satlsfy the statute. Also, the Commis-
sloner belleves that the time involved
in submitting updated listing forms is
minimal, because, for most devices, a
form FD-2892 will be completed only
at the time of initial listing.

22, One comment suggested that
proposed § 807.30(b)(4), which requires
updating device listing whenever there
is any material change in any informa-
tion previously submitted, be modified
because the proposed language would
require updating any supplemental
sheets to form FD-2892, labeling sup-
plied under proposed § 807.25(£)(5), or
labeling, advertising, and other infor-
mation required under proposed
§$807.31. The comment indicated that
the modification should make this sec-
tion consistent with proposed
§807.22(b), proposed §807.30(b) (1)
and (2), and the device listing informa-
tion and instructions accompanying
{form FD-2892.

Another comment suggested that to
eliminate confusion, the word “materi-
al” in proposed §807.30(b)(4) should
be changed to “substantial.” This com-
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ment also suggested that proposed
§ 807.30 (a) through (c) be modified to
use the exact language of form FD—
2892,

The Commissioner notes that sec-
tion 510¢j)(2)X(D) of the act requires an
updated submission for any material
change in any listing information sub-
mitted under section 510(j)(1), which
states what information is required at
the time of initial listing, and section
510(§)(2), which states what informa-
tion is required after initial listing.
Proposed §807.30(b)(4) is consistent
with sections 510(j)(2)(D) of the act
and does require the updating of sup-
plemental sheets to form FD-2892, la-
beling supplied under proposed
§ 807.25(£)(5) (now § 807.25(£X(7) in the
final regulation), and labeling, adver-
tisements, and other information re-
quired under §80%7.31. However, the
intent of proposed §807.30(b)(4) was
only to set forth the requirements for
updating the listing information on
form FD-2892. Therefore, to clarify
the requirements for updating form
FD-2892, proposed §807.30 has been
changed in its entirety to specify those
changes to information required on
form FD-2892 which must be updated
and the information that must be in-
cluded for each f}ype of update speci-
fied in section 510(1)(2) (A) through
(D) of the act.

Revised §807.30(a) specifies that all
changes must be made on form FD-
2892. Revised § 807.30(b) reiterates the
time when updating is required as in-
dicated in §807.21. Revised
§ 807.30(b)(1) specifies the information
required when an owner or operator
introduces into commercial distribu-
tion a device identified with a classifi-
cation name not currently listed. Re-
vised § 807.30(b)(2) specifies the infor-
mation required when an owner or op-
erator discontinues commercial distri-
bution of all devices with the same
classification name, Revised
§ 807.30(b)(3) specifies the information
required when commercial distribution
of a discontinued device is resumed.
New §807.30(b)(4) specifies the infor-
mation required when a classification
name for a previously listed device
with multiple classification names has
been added or deleted. New
§ 807.30(b)(5) specifies the information
required when changes in block 6, 7,
12, 12a, 13, 13a, 14, 15, 16, or 17 of
form FD-2892 oceur. New
§ 807.30(b)(6) indicates which changes
to the information required in § 807.25
do not require updating. . Proposed
§ 807.30(c) has been deleted.

Section 807.30, as revised, is consist-
ent with all other sections of the regu-
lation and the information and
instructions booklet accompanying
form FD-2892 and does not refer to
“material” changes.

RULES AND REGULATIONS
The suggestion that the exact lan-

“guage of form ¥FD-2892 be used is re-

jected as being unnecessary. Form FD-
2892 and its accompanying device list-
ing information and instructions may
be obtained by contacting FDA at the
address indicated in § 807.22(a).

23. One comment suggested that
proposed § 807.30(b)(2), which requests
that the owner or operator give the
reason for discontinuing commercial
distribution of a device, be deleted.
The comment suggests that the rea-
sons for discontinuing commercial dis-
tribution might constitute confidential
commercial information, and that fail-
ure to furnish the reason under the
optional terms of the proposed section
might give rise to conjecture of a dis-
creditable reason. The owner or opera-
tor should not be placed in this con-
flicting position.

The Commissioner has reevaluated
this requirement. In light of the classi-
fication name approach to listing, the
Commissioner agrees that such infor-
mation would not be meaningful. The
section is revised to delete the request
for the reason(s) for discontinuance of
commercial distribution.

ADDITIONAL LISTING INFORMATION

24. Two comments requested that a
date be specified in §807.31 from
which maintenance of the historical
file is required. Six comments stated
that a time limit should be set for the
retention of labeling and advertise-
ments in the historical file. Some of
the suggested time limitations includ-
ed any reasonable, valid time period
established by the manufacturer, 5
years after the labeling or advertise-
ment has been introduced, or 1 year
after the device has been discontinued.

The Commissioner concurs with the
comments and has revised §807.31(a)
to specify the time from which owners
or operators shall maintain labeling
and advertisements in the historical
file, which is the date of initial listing.
Owners or operators shall maintain in
the file labeling and advertisements in
use on the date of initial listing and in
use after October 10, 1978, but before
the date of initial listing. Section
807.31(a) has also been changed to
specify which labeling and advertise-
ments must be retained in the histori-
cal file at the time of initial listing.
(This change is discussed i m paragraph
25 in this preamble.)

The Commissioner has established a
time limit for retention of certain la-
beling and advertisements for discon-
tinued devices in new § 807.31(c), Gen-
erally, the owner or operator may dis-
card labeling and advertisements 5
years after the date of the last ship-
ment of a discontinued device. Howev-
er, if the device has an anticipated
useful life of more than 5 years, the
owner or operator must retain, in the

historical file until the end of the an-
ticipated useful life of the device, the
labeling in use on the date of the last
shipment and a representative sam-
pling of all advertisements in use
during the 12 months immediately
preceding the last shipment of a re-
stricted device. A retention period of 6
years after the last shipment of a dis-
continued device by an owner or oper-
ator was chosen because: (1) Devices
can be marketed at the retail level
long after discontinuance, (2) labeling
and advertisements are used to pro-
mote the sale and indicate the use and
effectiveness of the device even after
it has been discontinued, and (3) com-
mercial distribution of devices is some-
times resumed after discontinuance. A
longer period is required for devices
with a longer useful life because regu-
latory problems concerning labeling or
advertisements may occur throughout
the useful life of the device. The Com-
missioner has not established a time
limit for the retention of labeling and
advertisements for devices in commer-
cial distribution because labeling and

. advertisements are relled upon by

users of the device even after they
have been discontinued by the manu-
facturer. If the need for a time limit
on the retention of labeling and adver-
tisements of devices in commercial dis-
tribution becomes necessary, the Com-
missioner will establish a time limit
that is necessary to protect the public
health.

25. One comment stated that section
510(X1XB) (i) and (i) of the act re-
quires only a record or file of the
labels and labeling in use at the time
of initial listing. The comment states
that to require more than a file of cur-
rently used labels and labeling clearly
exceeds the scope, intent, and legisla~
tive history of section 510(jX(1)(B) )
and (ii) of the act. Another comment
asserted that many changes in labels,
labeling, and advertising are typo-
graphical or otherwise inconsequential
and the requirement: to keep all labels,
labeling, and advertisements would
place an unnecessary burden on the
owner or operator in the way of exces-
sive and unproductive recordkeeping.
This comment suggested that only sig-
nificant, substantive changes in labels,
labeling, and advertisements be re-
tained

The Commissioner notes that sec-
tion 510¢j)(1) (A) and (B) (1) and (i) of
the act requires only that, upon initial
listing, an owner or operator must
submit: (1) A copy of all labeling for
each unrestricted device subject to sec-
tions 514 or 515 of the act (see
§807.31(a)(1)); (2) a copy of all label-
ing and advertisements for each re-
stricted device (see § 807.31(a) (2)); and
(3) a copy of all 1abels, package inserts,
and a representative sampling of any
other labeling for each unrestricted
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devite that is not subject to sections beling to which a material change
514 or 515 of the act (see occurs, as required under §807.31(b).
§807.31(a)(3)). However, section For example, if value ranges are pre-
510(3X2)(D) of the act requires the printed and specific values are added
submission of any material change in for each lot produced, only a copy of
any information previously submitted that labeling which includes the pre-
under section 510(3}(1) (A) and (B) (i) printed value ranges must be main-
and (ii) of the act. Therefore, the tained.

Commissioner rejects the contention - - 27, Two comments suggested that
that only a record or file of the label- proposed §807.31(a) be modified to
ing in use at the time of initial listing allow owners or operators who use sep-
may be required. However, the Com- garate or central facilities for the repro-
missioner agrees that only “material duction of labels, 1abeling, and adver-
changes” in labeling and advertise- tisements to have those facilities

ments retained under §807.31(a) must maintain the historical file for the .

be maintained in the historical file
and has added new § 807.31(b) accord-
ingly. (Proposed §807.31(b) has been
changed fo § 807.31(e) in the final reg-
ulation.) .

; A definition of the term “material
- change” has been added in § 807.3(m)
to aid owners and operators in comply-
ing with § 807.31(b). The Commission-
er observes that a material change in

the labeling or advertisements-for a -

device may be evidence of a change in
the device requiring a premarket noti-
fication under §807.81(2)(3) (21 CFR
807.81(a)(30.

Also, the Commissioner notes that
the definition of “labeling” in Section
201(m) of the act includes all “labels”
and has shortened the phrase “labels
and labeling” to “labeling” in the final
regulation.

26. Two comments asserted that the

cost of maintaining the historical file"

will become unjustifiably burdensome
on manufacturers of devices in which

- every lot produced has its own insert
with the label values for that lot, e.g,,
manufacturers of in vitro diagnostic
calibrator devices. The comments sug-
gested that labeling for a specific lot
of product should only be retained for
6 months beyond the expiration date
of the lot or 2 years after the date of
initial distribution.

The Commissioner recognizes that,
although there are some medical de-
vices in which every lot produced has
a unique label value (antisera, refer-
ence control sera, and calibration
standards) and may be produced to

the same specifications, the biological -

activity or known composition differs
with each lot. For proper use, the spe-
. cific activity or composition must be
determined and made available to the
- user. However, for the purpose of
maintaining the historical file, the la-
beling that contains the actual values
is not required, Therefore, the defini-
tion of “material change” in § 807.3(m)
excludes the labeling containing the
actual values for each lot where the
biological activity or known composi-
tion differs with each lot produced
and the product is 1abeled accordingly.
Nevertheless, the owner or operator
must retain a copy of the labeling, as
‘required under § 807.31(a), and any la-

documents they reproduce. This would
eliminate duplication of effort since
these facilities retain a copy of all doc-
uments they reproduce.

The Commissioner agrees with the
comment and has added new
§ 807.31(d) to allow the contents of the
historical file to be masaintained in
more than one location under certain
conditions set forth in that section.

28. One comment suggested that
proposed §807.31(b)(1) be modified to
include a definition of ‘“good cause”
and to require that the Commissioner
accompany any request under that
section with an explanation of the rea-
sons for such request.

The Commissioner disagrees with
the suggestion to define “good cause”
because each request under §807.31
will be made on & case-by-case basis.
However, proposed §807.31(hX1),
which ° has been changed to
§807.31(e)(2) in the final regulation,
requires that a request for all adver-
tisements will, where feasible, be ac-
companied by an explanation of the
basis for the request.

29, The Commissioner has changed
proposed §807.31(b) to §807.31(e} in
the final regulation and made the fol-
lowing changes in accordance with sec-
tion 510(jX1) of the act: New
§ 807.31(e)(1) requires that, upon re-
quest, all 1abeling for a device subject
to sections 514 or 515 of the act shall
be submitted to FDA in accordance
with section 510(j}(1)(A) of the act.
Proposed §807.31(b)(1) has been
changed to §807.31(e)(2) and is dis-
cussed in paragraph 28 above. Pro-
posed § 807.31(b)(2) has been changed
to §807.31(e)3) and requires that,
upon request, labeling for an unres-
tricted device that is not subject to
sections 514 and 515 of the act shall be
submitted to FDA in accordance with
section  510(J)}(1)BXil). Proposed
§807.31(b)X(3) has been changed to
§807.31(e)(4). New §807.31(eX5) re-
quires that, upon request, a statement
of the basis upon which the registrant
has determined that the device is not
8 restricted device shall be submitted
to FDA in accordance with section
510(3X1XD) of the act. Proposed
§807.31(b) (4) and (5) has been
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changed to §$807.31(e) (6) and (1), re-
spectively.

NOTIFICATION OF REGISTRANT

30. One comment suggested that the
phrase, “does not establish that the
holder of the registration is legally
qualified to deal in such devices and,”
be deleted from proposed §807.35¢c).
The comment contends that the legal
qualifications “to deal in such devices”
are not related to these regulations.

The Commissioner disagrees with
the comment. Section 807.35(c) states
that the assignment of a device listing
number does not establish any legal
qualifications of the owner or operator
to deal in such devices. This statement
is correct. The suggested modification
may imply by silence that an owner or
operator with an assigned device list-
ing number is legally qualified to deal
in such devices.

PROCEDURES FOR FOREIGK
ESTABLISHMENRTS

31. One comment asserted that pro-
posed §807.40 (b), (c), and (d) should
be deleted because: (1) The importer
of record must supply the name of the
foreign manufacturer of all devices
being imported and the reguest for
registration of the foreign manufac-
turer is merely duplication of paper-
work, (2) there are formidable obsta-
cles in requiring rather than request-
Ing forelgn manufacturers to list de-
vices, (3) the main focus of FDA’s en-
forcement will rest on the importer,
and (4) the importer will bear the
legal and financial burden for failure
on the part of the foreign manufactur-
er to complete the listing require-
ments. - -

The Commissioner disagrees with
the comment. Listing by foreign estab-
lishments Is required by section 510(i)
of the act. Section 807.40(b) has been
changed to allow listing on behalf of
the forelgn establishment by a domes-
tic establishment or the initial distrib-
utor as provided in that section. If the
foreign establishment does not submit
listing information and listing infor-
mation is not submitted by a domestic
establishment or by an authorized ini-
tial distributor under § 807.40(b), then
the forelgn establishment’s products
will be subject to detention. .

32. One comment suggested that
proposed §807.40(b) be modified to
limit the requirements on foreign es-
tablishments in proposed_§807.25 to
only those foreign establishments who
are not listed by a parent, subsidiary
or afflliate, or an initial distributor.

The Commissioner believes that the
revision of §807.40(b) discussed in
paragraph 14 above eliminates this
problem. The requirement of §807.25
remains with the foreign 'establish-
ment. However, the requirement may
be satisfied by a parent, subsidiary or
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affiliate, or an initial distributor as
provided in § 807.40(b).

33. Two comments suggested that
proposed §807.40(c) should be modi-
fied to allow the importation of a
device after a premarket notification
has been filed rather than after the
device is listed. The comments assert-
ed that the premarket notification
should be sufficient until the device is
required to be listed.

The Commissioner concurs and has
changed § 807.40(¢c) to permit importa-
tion before listing. Although the
device does not need to be listed
before such importation begins, listing
must be made at the nmext interval
specified for updating device listing in-
formation in §807.30(b). A premarket
notification must be submitted before
importation into the United States, if
such notice would be required (see
§ 807.81).

34. One comment suggested modify-.

ing proposed §807.40(c) to allow de-
vices intended solely for investigation-
al use to be imported or offered for
import during the period ending on
the 90th day after the date of promul-
gation of regulations prescribing the
procedures and conditions required by
section 520(g)(2) of the act.

The Commissioner does not believe
that the regulation should be changed
to reflect this interim period.

Nore.—Interim final investigational device
exemption regulations were published May
12, 1978 (43 FR 20726).

However, until final investigational

device exemption regulations are pub-
lished, a foreign device whose labeling
identifies it as an investigational
device can be imported without the
product first being listed. The device
will have to comply with investigation-
al device exemption regulations when-
ever applicable. The Commissioner
notes that investigational device ex-
emption regulations are applicable for
intraocular lenses. .

GENERAL PURPOSE ARTICLES

35. In the course of implementing
the listing procedures, FDA has re-
ceived several inquiries from manufac-
turers of in vitro diagnostic products
requesting guidance regarding . the
intent of §807.65(c) which exempts
from registration “a manufacturer of
general purpose articles, such as
chemical reagents or laboratory equip-
ment whose uses are generally known
by persons trained in their use and
which are not labeled or promoted for
medical uses.” Copies of these inquir-
ies are on file with the Hearing Clerk
(HFA-305), Food and Drug .Adminis-
tration, Room 4-65, 5600 Fishers Lane,
Rockville, Md. 20857. Many persons

were of the opinion that, even though -

their in vitro diagnostic products were
previously exempted from drug regis-
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tration and listing, they would now be
required to register and list these
products with FDA since § 807.65(c) in-
cluded the phrase “not labeled or pro-
moted for medical uses.” The persons
inquiring believed that promoting the
products for use in hospitals, clinical
laboratories, etc., would, in itself, be
interpreted as promotion for medical
use.

In the case of in vitro diagnostic
products, general purpose articles are
those products that have general labo-
ratory applications but whose uses are
not solely in the collection, prepard-
tion, and examination of specimens
taken from the human body. An in
vitro diagnostic product which is a
general purpose article must have a
use or uses in other areas. Labeling for

" these products must not make refer-
ence to the application of the product
in any specifie dianostic procedure and
must contain only product specifica-
tions and, when applicable, meet the
labeling requirements of §809.10(d)
(21 CFR 809.10(d)). When appropriate,
the labeling may also reference volun-

- tary standards of purity, composition,
calibration, etc., developed by organi-
zations such as the American Chemi-
cal Society or National Bureau of
Standards. -

The sale of in vitro diagnostic prod-
ucts that are general purpose articles
to clinical Iaboratories and other medi-
cal facilities where there is the prob-
ability of diagnostic use does not, in
itself, mean that the products are
“promoted for medical use.” For ex-
ample, generally a product will not be
considered “promoted for medical use”
if the labeling contains no reference to
diagnostic use and the claims in the la-
beling do not differ from the claims in
the promotional material provided to
other types of facilities (i.e., industrial
or educational) that also purchase and
use the products.

In vitro diagnostic products that
meet these requirements are general
purpose articles and exempt from reg-

"istration and listing under § 807.65(c).
However, in vitro diagnostic products
that are promoted and/or labeled as
components or accessories to specific
diagnostic systems are not considered
general purpose articles. Therefore,
they are medical devices subject to
registration and listing as required by
§ 807.20.

Economic IMPACT

36. One comment stated that an in-
flation impact statement is necessary.
Several other comments expressed
concern with the cost of maintaining
the historical file.

The Commissioner notes that a copy
of the inflation impact assessment is
on file with the Hearing Clerk (HFA-
305), Food and Drug Administration,
Room 4-65, 5600 Fishers Lane, Rock-

ville, Md. 20857. Section 807.31 of the
final regulation provides for limita-
tions on the historical file that should
reduce the cost of maintaining the file
and allow compliance with section
510(3)(1) of the act. The Commissioner
believes that the cost of maintaining
the historical file will be less than the
cost of requiring the industry to
submit labeling and advertisements
routinely along with device lsting
forms. If routine submission of label-
ing and advertisements were required,
most owners or operators would keep a
copy of the labeling and advertise-
ments submitted for their own rec«
ords. Under the historical file system,
FDA. will require actual submission of
such information only when it is nec-
essary to protect the public health.

NATIONAL HEALTH-RELATED ITENMS Cobis

37. In the preamble to the proposed
listing procedures, FDA announced
that support for the National Health
Related Items Code (NHRIC) as a
system for the identification and num-
bering of marketed device packagesy
compatible with other numbering sys.
tems such as the National Drug Code
(NDC) and the TUniversal Product
Code (UPC) would be limited.

The Commissioner observes that no
comments were received on this an«
nouncement. Therefore, FDA will
limit the support of the NHRIC
system and no Ilonger maintain the
NHRIC data base. Although there i
no requirement to place a NHRIC
numbhber on device labels, those labelers
who wish to use the NHRIC system
should contact FDA at the Bureau of
Medical Devices, Device Registration
and Listing Branch, HFK-124, 8757
Georgia Avenue, Silver Spring, Md.
20910, to obtain a labeler code and
other information.

All labelers who participate in the
system will be required to develop
their own product code and perform
any required maintenance to the
number system such as adding new
codes or deleting old product codes.
‘Those labelers currently participating
in the NHRIC system may continue to
use the labeler codes assigned but are
instructed to no longer submit update
information to FDA.

Participants in the NHRIC system
should display the NHRIC number
prominently in the top third of the
principal display panel of the immedi-
ate container and of any outside con-
tainer labeling or wrapper. Owners,
operators, and distributors of in vitro
diagnostic products previously as-
signed NDC numbers may retain those
numbers, but are required to change
the prefix N or NDC to H or HRI a4
label revisions occur.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 301(p)
and (gX}2), 501, 502, 508, 510, 519,
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701(a), 52 Stat. 1042-1043 as amended,
1049-1050 as amended, 1055, 76 Stat.
789, 794 as amended, 86 Stat. 562 as
amended, 90 Stat. 564-580 (21 U.S.C.
331 (p) and (g)(2), 351, 352, 358, 360,
360i, 371(2)) and under authority dele-
gated to the Commissioner (21 CFR
5.1), Parts 207, 607, and 807 are
amended as follows:

PART 207—REGISTRATION OF PRO-
DUCERS OF DRUGS AND LISTING
OF DRUGS IN COMMERCIAL DIS-
TRIBUTION

1. In Part 207, by amending
§ 207.65(i) by adding a sentence at the
end of the paragraph, as follows:

§207.65 Exemptions for domestic estab-
lishments.

* * ® * *

(i) * * * This paragraph does not
exempt such persons from registration
and listing for medical devices re-
quired under Part 807 of this chapter.

PART 607—ESTABLISHMENT REGIS-
TRATION AND '‘PRODUCT LISTING
FOR MANUFACTURERS OF HUMAN

- BLOOD AND BLOOD PRODUCTS

2, In Part 607, by amending
§ 607.65(e) by adding a sentence at the
end of the paragraph, as ;ollows:

§607.65 Exemptions for blood product es-
- tablishments.

- * s " -

(e) *** This paragraph does not
exempt such persons from registration
and listing for medical devices re-
quired under Part 807 of this chapter.

PART 807—ESTABLISHMENT REGIS-
TRATION AND DEVICE LISTING
FOR MANUFACTURERS OF DE-
VICES

3. The heading for Part 807 is re-
vised as set forth above and Part 807 is
amended as follows:

a. In Subpart A by amending § 807.3
by adding new paragraphs (i), (j), (k),
(1), and (m) to read as follows:
§ 807.3 Definitions.

-

* A * * *

(i) *“Restricted device” means a
device for which the Commissioner, by
regulation under §801.109 of this
chapter or otherwise under section
520(e) of the act, has restricted sale,
distribution, or use only upon the writ-
ten or oral authorization of a practi-
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tioner licensed by law to administer or
use the device or upon such other con-
ditions as the Commissioner may pre-
scribe.

(j) “Classification name” means the
term used by the Food and Drug Ad-
ministration and its classification
panels to describe a device or class of
devices for purposes of classifying de-
vices under section 513 of the act.

(k) “Representative sampling of ad-
vertisements” means typical advertis-
ing material that gives the promotion-
al claims made for the device.

(1) “Representative sampling of any
other labeling” means typical labeling
material (excluding labels and package
inserts) that gives the promotional
claims made for the device.

(m) “Material change” includes any
change or modification in the labeling
or advertisements that affects the
identity or safety and effectiveness of
the device. These changes may in-
clude, but are not limited to, changes
in the common or usual or proprietary
name, declared ingredients or compo-
nents, intended use, contraindications,
warnings, or instructions for use.
Changes that are not material may in-
clude graphic layouts, grammar, or
correction of typographical errors
which do not change the content of
the labeling, changes in lot number,
and, for devices where the biological
activity or known composition differs
with each lot produced, the labeling
i:ot?taining the actual values for each
ot.

b. In subpart B by amending
§ 807.20, by revising the section head-
ing, introductory text of paragraph
(a), paragraph (a)2), and paragraph
(b), to read as follows:

§807.20 Who must register and submit a
device list.

(a) An owner or operator of an es-
tablishment not exempt under section
510(g) of the act or subpart D of this
part who is engaged in the manufac-
ture, preparation, propagation, com-
pounding, assembly, or processing of a
device intended for human use is re-
quired to register and to submit listing
information for those devices in com-
mercial distribution, except that list-
ing information may be submitted by
the parent, subsidiary, or affiliate
company for all the domestic or for-
eign establishments under the control
of one of these organizations when op-
erations are conducted at more than
one establishment and there, exists
joint ownership and control among all
the establishments. The term “device"”
includes all in vitro diagnostic prod-
ucts and in vitro diagnostic biological
products not subject to licensing under

. section 351 of the Public Health Serv-

ice Act. An owner or operator is re-
quired to register its name, places of
business, and all establishments and to
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list the devices whether or not the
output of the establishments or any
particular device so listed enters inter-
state commerce. The registration and
listing requirements shall pertain to
any person who:

- . - - *

(2) Manufactures for commercial dis-
tribution a device either for itself or
for another person. However, a2 person
who only manufactures devices ac-.
cording to another person’s specifica-
tions, for commercial distribution by
the person initiating specifications, is
not required to list those devices.

. » »  J -

(b) No registration or listing fee is
required. Registration or listing does
not constitute an admission or agree-
ment or determination that a preduct
is a device within the meaning of sec-
tion 201(h) of the act.

c. By ‘revising the section heading
and text of §807.21 to read as follows:

§807.21 Times for establishment registra-
tion and device listing.

An ownmer or operator of an estab-
lishment entering into, or currently
engaged in, an operation defined in
§ 807.3(c) and not currently registered
shall register the establishment by Oc-
tober 22, 1977, and submit device list-
ing by October 10, 1978. An owner or
operator of an establishment who has
not previously entered into an oper-
ation defined in §807.3(c) shall regis-
ter within 30 days after enfering into
such an operation and submit device
listing information at that time. An
owner or operator of an esfablishment
shall update its registration informa-
tion annually between November 15
and December 31 and shall update its
device listing information évery June
and December or, at its discretion, at
the time the change cccurs.

d. By revising the section heading
and text of §807.22, to read as follows:

§807.22 How and where to register estab-
lishments and list devices.

(a) The first registration of a device
establishment shall be on form ¥D-
2891 (Initial Registration of Device Es-
tablishments). Forms are obtainable
on request from the Bureau of Medi-
cal Devices (HFK-124), Food and Drug
Administration, Department of
Health, Education, and Welfare, 8757
Georgia Avenue, Silver Spring, Md.
20910, or from the Food and Drug Ad-
ministration district offices. Subse-
quent annual registration shall be ac-
complished on form FD-2891a (Regis-
tration of Device Establishment),
which will be furnished by the Food
and Drug Administration before No-
vember 15 of each year to establish-
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ments whose registration for that year
was validated under §807.35(a). The
completed form shall be mailed to the
above-designated address before De-
cember 31 of that year.

(b) The initial listing of devices and
subsequent June and December updat-
ings shall be on form FD-2892 (Medi-
cal Device Listing). Forms are obtain-
able upon request as described in para-

graph (a) of this section. A separate-

form FD-2892 shall be submitted for
each device or device class listed with
the Food and Drug Administration.
Devices having variations in physical
characteristics such as size, package,
shape, color, or composition should be
considered to be one device: Provided,
The variation does not change the
function or intended use of the device.
In lieu of form ¥D-2892, tapes for
computer input or hard copy comput-
er output may by submitted if equiva-
lent in all elements of information as
specified in form FD-2892. All formats
proposed for use in lieu of form ¥D-
2892 require initial review and approv-
al by the Food and Drug Administra-
tion. .

(c) The listing obligations of the ini-
tial distributor within the United
States of an imported device are satis-
fied as follows:

(1) For those imported devices for
which the initial distributor has also
initiated or developed the specifica-

" tions, form FD-2892 shall be submit-
ted and the historical file maintained
by the initial distributor.

-~ (2) For those imported devices for
which the initial distributor repack-
ages or relabels the device, form FD-
2892 shall be submitted and the his-
torical file maintained by the initial
distributor.

(3) The initial distributor is not re-
quired to submit a form FD-2892 for
those imported devices for which such
distributor did not initiate or develop
the specifications for the device or re-
package or relabel the device. Howev-
er, the initial distributor shall submit,
for each device, the name and address
of the foreign manufacturer. Initial
distributors shall also be prepared to
submit, when requested by the Food
and Drug Administration, the propri-
etary name, if any, and the common or
usual name of each device for which
they are the initial distributors.

(4) The initial distributor shall
update the information required by
paragraphs (¢) (1), (2), and (3) of this
section at the intervals specified in
§ 807.30.

e. In § 807.25, by revising the section
heading and by adding new paragraph
(f), to read as follows:
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§807.25 Information required or request-
ed for establishment registration and
device listing.

- - * * - *

() Form FD-2892 is the approved
form for providing the device listing
information required by the act. This
required information includes the fol-
lowing:

(1) The identification by classifica-
tion name and number, proprietary
name, and comuion or usual name of
each device being manufactured, pre-
pared, propagated, compounded, or
processed for commercial distribution
that has not been included in any list
of devices previously submitted on
form ¥D-2892.

(2) The Code of Federal Regulations
citation for any applicable standard
for the device under section 514 of the
act or section 358 of the Public Health
Service Act. _

(3) The assigned Food and Drug Ad-
ministration number of the approved
application for each device listed that
is subject to section 5§05, 507, or 515 of
the act.

(4) The name, registratlon number,
and establishment type of every do-
mestic or foreign device establishment
under joint ownership and control of
the owner or operator at which the
device is manufactured, repackaged, or
relabeled.

(5) Whether the device, as labeled, is
intended for distribution to and use by
the general public.

(6) Other general information re-
quested on form FD-2892, ie., () if
the submission refers to a previously
listed device, as in the case of an
update, the document number from
the initial listing document for the
device, (ii) the reason for submission,
(iii) the date on which the reason for
submission occurred, (iv) the date that
the form FD-2892 was completed, (v)
the owner’s or operator’s name and
identification number.

(7) Labeling or other descriptive in-
formation (e.g., specification sheets or
catalogs) adequate to describe the in-
tended use of a device when the owner
or operator is unable to find on the
Food and Drug Administration list in
the device listing package, an appro-
priate classification name for the
device.

f. By adding new § 807.30 to read as
follows:

§ 807.30 ~ Updating device listing informa-
tion.

(a) Form FD-2892 shall be used to
update device listing information. The
preprinted original document number
of each form FD-2892 on which the
device was initially listed shall appear
in block 2 on the form subsequently
used to update the listing information

for the device and on any correspon-
dence related to the device,

(b) An owner or operator shall
update the device listing information
during each June and December or, at
its discretion, at the time the change
occurs, Conditions that require updat-
ing and information to be submitted
for each of these updates are as fol-
lows:

(1) If an owner or operator intro-
duces into commercial distribution a
device identified with a classification
name not currently listed by the
owner or operator, then the owner or
operator must submit form FD-2892
containing all the information re-
quired by § 807.25(£).

(2) If an owner or operator discon-
tinues commercial distribution of all
devices in the same device cluss, l.e.,
with the same classification name, the
owner or operator must submit form
FD-2892 containing the original docu-
ment number of the form FD-2892 on
which the device class was Initially
listed, the reason for submission, the
date of discontinuance, the owner or
operator’'s name and identification
number, the classification name and
number, the proprietary name, and
the common or usual name of the dis-
continued device.

(3) If commercial distribution of a
discontinued device identified on a
form FD-2892 filed under paragraph
(b)(2) of this section iIs resumed, the
owner or operator must submit on
form FD-2892 a notice of resumption
containing: the original document
number of the form initially used to
list that device class, the reason for
submission, date of resumption, and
all other information required by
§ 807.25(¢f).

(4) If one or more classification
names for a previously listed device
with multiple classification names hag
been added or deleted, the owner or
operator must supply the original doc-
ument number from the form FD-2802
on which the device was initially listed
and s supplemental sheet 1dentifying
the names of any new or deleted clas-
sification names.

(5) Other changes to information on
form FD-2892 will be updated as fol-
lows:

(1) Whenever a change occurs only in
the ovmer or operator name (block 6)
or number (block 7), e.g., whenever
one company’s device line is purchased
by another owner or operator, it will
not be necessary to supply a separate
form FD-2892for each device. In such
cases, the new owner or operator must
follow the procedures in §807.26 and
submit a letter informing the Food

‘and Drug Administration of the origl-

nal document number from form FD~
2892 on which each device was initially
listed for those devices affected by the
change in ownership.
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(i) The owner or operator must also
submit update information whenever
changes occur to the responses to the
questions in blocks 12, 12a, 13, 13a,
and 14 on form FD-2892, or whenever
establishment registration numbers,
establishment names, and/or activities
,are added to or deleted from blocks 15,
‘16, and 17 of form FD-2892. The
owner or operator -must supply the
original document number from the
form FD-2892 on which the device was
initially listed, the reason for submis-

_sion, and all other informsgtion re-
quired by § 807.25(f).

(6) Updating is not required if the

above information has not changed

_since the previously submitted list.
Also, updating is "not required if
changes occur in proprietary names, in
common or usual names (blocks 10 and
11 of form ¥D-2892), or to supplemen-
tal lists of unclassified components or
accessories.

~ g. By adding new § 807.31 to read as
follows:

§807.31 Additional listing information.

(a) Each owner or operator shall
maintain. a historical file containing
the labeling and advertisements in use
on the date of initial listing, and in use
after October 10, 1978, but before the
_ date of initial listing, as follows:

(1) For each device subject to section
514 or 515 of the act that is not a re-
stricted device, a copy of all labeling
for the device; -

(2) For each restricted device, a copy
of all labeling and advertisements for
the device;

(3) For each device that is neither
restricted nor subject to section 514 or
515 of the act, a copy of all labels,
package inserts, and a representative
sampling of any other labeling.

(b) In addition to the requirements
set forth in paragraph (a) of this sec-

tion, each owner -or operator shall

maintdin in the historical file any la-
beling or advertisements in which a
material change has been made any-
time after initial listing.

(c) Each owner or operator may dis-
card labeling and advertisements from
the historical file as follows:

(1) Five years after the date of the
last shipment of a discontinued device
by an owner or operator,

(i) All Iabeling that was not in use at
the time of the last shipment of the
device may be discarded, and, i

(ii) All advertisements may be dis-
carded, .except for a representative
sampling of all advertisements in use
during the 12 months immediately
preceding .the: last shlpment of a re-
stricted device.

(2) All 1abeling that was in use at the
time of the last shipment of a discon-
tinued device and- a representative
sampling of all advertisements in use

- during the 12 months -immediately ,
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preceding the last shipment of a re-
stricted device may be discarded 5
years after the date of the last ship-
ment of the device or at the end of the
anticipated useful life of-the device.

(d) Location of the file:

(1) Currently existing systems for
maintenance of labeling and advertis-
ing may be used for the purpose of
maintaining the historical file as long
as the information included in the sys-
tems fulfills the requirements of this
section, but only if the labeling and
advertisements are retrievable in a
timely manner.

(2) The contents of the historical
file may be physically located in more
than one place in the establishment or
in more than one establishment pro-
vided there exists joint ownership and
control among all the establishments
maintaining the historical file. If no
joint ownership and control exists, the
registered establishment must provide
the Food and Drug Administration
with aletter authorizing the establish-
ment outside its control to maintain
the historical file.

(e) Each owner.or operator shall be
prepared to submit to the Food and
Drug Administration, only upon spe-
cific request, the following informa-
tion:

(1) For a device subject to section
514 or 515 of the act that is not a re-
stricted device, a copy of all labeling
for the device.

(2) For a device that is a restricted
device, a copy of all labeling for the
device, a representative sampling of
advertisements for the device, and for
good cause, a copy of all advertise-
ments for a particular device. A re-
quest for all advertisements will,
where feasible, be accompanied by an
explanation of the basis for such re-
quest.

(3) For a device that is neither a re-
stricted device, nor subject to section
514 of 515 of the act, the label and
package insert for the device and a
representative sampling of any other
labeling for the device.

(4) For a particular device, a state-
ment of the basis upon which the reg-
istrant has determined that the device
is not subject to section 514 or 515 of
the act.

(5) For a particular device, a state-
ment of the basis upon which the reg-
istrant has determined the device Is
not a restricted device.

(6) For a particular device, a state-
ment of the basis for determining that
the product is a device rather than a
drug.

(1) For a device that the owner or
operator has manufactured for distri-
bution under a label other than its
own, the names of all distributors for
whom it has been manufactured.

h. In § 807.35, by revising paragraph
(c) to read as follows:

37999
§807.35 Notification of registrant.

. » » E -

(c) Although establishment registra-
tion and device listing are required to
engage in the device activities de-
seribed in § 807.20, validation of regis-
tration and the assignment of a device
listing number in itself does not estab-
lish that the holder of the regxstratlon
is legally qualified to deal in such de-
vices and does not represent a determi-
nation by the Food and Drug Adminis-
tration as to the status of any device.

i. By revising the section heading
and text of §807.37 to read as follows:

§807.37 Inspection of establishment regis-
tration and device listings.

(a) A copy of the forms FD-2891 and
FD-2891a filed by the registrant will
be available for inspection in accord-
ance with section 510(f) of the act, at
the Bureau of Medical Devices (HFEK-
124), Food and Drug Administration,
Department of Health, Education, and
Welfare, 8757 Georgia Avenue, Silver
Spring, Md. 20910. In addition, there
will be available for inspection at each
of the Food and Drug Administration
district offices the same information -

“for {irms within the geographical area

of such district office. Upon request,
verification of registration number or
location of a registered establishment
will be provided.

(b){1) The {following information
filed under the device listing require-
ments will be available for public dis-
closure:

(i) BEach form FD-2892 submitted;

(ii) All labels submitted;

(iii) All labeling submitted;

(iv) All advertisements submitted;

(v) All data or information that has
already become a matter of public
knowledge.

(2) Requests for device listing infor-
mation identified in paragraph (b)(1)
of this section should be directed to
the Bureau of Medical Devices (HFK-
124), Food and Drug Administration,
Department of Health, Education, and
Welfare, 8757 Georgia Avenue, Silver
Spring, Md. 20910.

(3) Requests for device listing infor-
mation not identified in paragraph
(b)(1) of this section shall be submit-
ted and handled in accordance with
part 20 of this chapter.

j. In subpart C, by revising the sec-
tion heading and text of §807.40, to
read as follows:

§807.40 Establishment registration and
device listing for foreign manufactur-
ers of devices.

(a) Foreign device establishments
that export devices into the United
States are requested to register in ac-
cordance with the procedures of sub-
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part B of this pa.rt;,~ unless exempt
under subpart D of this part.

* (b) Foreign device. establishments

that export devices into the United
States, whether or not the establish-
ment is registered, shall comply with
the device listing requirements unless
exempt from registration as stated in
§ 807.65. Those foreign owners or oper-
ators for which there exists joint own-
ership and control with a domestic es-
tablishment may have the domestic es-

tablishment submit listing informa-

tion and maintain the historical file. A
foreign owner or operator may autho-
rize a domestic initial distributor to
submit listing information when joint
ownership and control does not exist,
only if: .

(1) The domestic distributor is the
sole initial distributor for the foreign
owner or operator’s device; and

(2) The foreign owner or operator ~

submits a letter to the Food and Drug
Administration authorizing the initial
distributor to list on its behalf .and
maintain the historical file.

(c) Except for a device imported or
offered for import that has in effect
an approved exemption for investiga-
tional use under section 520(g) of the
act, a device may not be imported
from a foreign device establishment
into the United States unless it is
listed at the interval specified for up-
dating device listing information in
§ 807.30(b). The device listing informa-
tion shall be in the English language.

(d) Foreign device establishments
shall submit, as part of the device list-
ing, the name and address of the es-
tablishment and the name of the indi-
vidual responsible for submitting
device listing information. Any
changes in this information shall be
reported to the Food and Drug Admin-
istration at the intervals specified for
updating device listing information in
§ 807.30(b).

Effective date: This regulation shall
be effective October 10, 1978.

(Secs, 301 (p) and (q)(2), §01, 502, 508, 510,
519, 701(a), 52 Stat. 1042-1043 as amended,
1049-1050 as amended, 1055, 76 Stat. 789,
794 as amended, 86 Stat. 562 as amended, 90
Stat. 564-580 (21 U.S.C. 331 (p) and (qX2),
351, 352, 358, 360, 3601, 371(a)).)

Dated: August 16, 1978.

Wnnram F. RANDOLPH,
Acling Associate Commissioner
Jor Regulatory Affairs.
[FR Doc. 78-23757 Filed 8-24-78; 8:45 am]

RULES AND REGULATIONS

[4110-03]

SUBCHAPTER E—ANIMAL DRUGS, FEEDS, AND
RELATED PRODUCTS

PART 539—BULK ANTIBIOTIC DRUGS
SUBJECT TO CERTIFICATION

PART 540—PENICILLIN ANTIBIOTIC
DRUGS FOR ANIMAL USE

Sterile Amoxicillin Trihydrate; Sterile
Amoxicillin Trihydrate for Suspension

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule,

SUMMARY: The regulations are
amended to reflect approval of a new
animal drug application (NADA) filed
by Beecham Laboratories. The NADA
provides for safe and effective use of
sterile amoxicillin trihydrate for sus-
pension for treating certain bacterial
infections in dogs and cats. In addi-
tion, the regulations are amended to
provide for certification of the bulk
sterile amoxicillin trihydrate used in
the manufacture of sterile amoxicillin
trihydrate for suspension.

EFFECTIVE DATE: August 25, 1978.

FOR FURTHER INFORMATION
CONTACT:

Robert A. Baldwin, Bureau of Vet-
erinary Medicine (H¥FV-114), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 5600 Fishers Lane, Rockville,
Md. 20857, 301-443-3420.

SUPPIEMENTARY INFORMATION:
Beecham Laboratories, Division of
Beecham, Inc.,, Bristol, Tenn. 37620,
filed a NADA (55-091V) providing for
use of sterile amoxicillin for suspen-
sion for treating dogs for certain bac-
terial infections of the respiratory
tract, genitourinary tract, gastrointes-
tinal tract, bacterial dermatitis, and
soft tissues, and cats for certain infec-
tions of the upper respiratory tract,
genitourinary tract, gastrointestinal
tract, skin, and soft tissues, A compan-
ion application form 6, 62-015, pro-
vides for certification of the sterile
amogxicillin trihydrate used in the

manufacture of the drug.
In accordance with the freedom of
information regulations and

§514.11(e)(2)({i) of the animal drug
regulations (21 CFR 514.11(e)(2)(ii)), a

summary of the safety and effective--

ness data and information submitted
to support approval of this application
is released publicly. The summary is
available for public examination at the
office of the Hearing Clerk (HFA-305),
Room 4-65,-5600 Fishers Lane, Rock-
ville, Md. 20857, between 9 a.m. and 4
p.m., Monday through Friday.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512 (1),

2
(n), 82 Stat. 347, 350-351 (21 U.S.C.
360b (1), (n)) and under authority del-
egated to the Commissioner of Food
and Drugs (21 CFR 5.1), parts 539 and
540 are amended as follows:
1. Part 539 is amended in subpart A
by adding new §539.3 to read as fol-
lows:

§539.3 Sterile amoxicillin trihydrate,

(a) Requirements for certificalion—
(1) Standards of identity, strength,
quality, and purity. Amoxicillin trihy-
drate is the trihydrate form of D(—) -«
amino-p-hydroxybenzyl penicillin, It is
so purified and dried that:

) Its potency is not less than 900
micrograms and not nore than 1,060
micrograms of amoxicillin per milli.
gram on an anhydrous basis.

(ii) It is sterile.

(iii) It is nonpyrogenic.

(iv) It passes the safety test.

(v) Its moisture content is not less
than 11.5 percent and not more than
14.5 percent.

(vi) Its pH in an aqueous solution
containing 2 milligrams per milliliter
is not less than 8.5 and not more than
6.0.

. (vil) Its amoxicillin content is not
less than 90 percent on an anhydrous
basis.

(viii) The acid-base titration concor- *

dance is such that the difference be-
tween the percent amoxicillin content
when determined by nonaqueous acld
titration and by nonaqueous basa ti-
tration is not more than 6. The poten-
cy acid titration concordance is such
that the difference between potency
value divided by 10 and the percent
amoxicillin content of the sample de-
termined by the nonaqueous acld ti-
tration is not more than 6. The paten-
cy-base titration concordance is such
that the difference between the poten-
cy value divided by 10 and the percent
amoxicillin content of the sample de-
termined by the nonagueous base ti-
tration is not more than 6.

(ix) It is crystalline.

(x) It gives a positive identity test
for amoxicillin trihydrate.

(2) Labeling. In addition to the label-
ing requirements prescribed by
§432.5(b) of this chapter, this drug
shall be l1abeled “amoxicillin”,

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of §514.50 of this chap-
ter, each such request shall contain:

(1) Results of tests and assays on the
batch for potency, sterility, pyrogens,
safety, moisture, pH, amoxicillin con.
tent, concordance, crystallinity, and
identity.

(ii) Samples required:

(a) For all tests except sterility: 10
packages, each containing approxi.

. mately 600 milligrams.
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(b) For sterility -testing: 20 packages,
each containing approximately 600
-milligrams. :

(b) Tests and methods of assay—-(l)
Potency. Use any of the following
methods; however, the results ob-
tained from the iodometric assay sha.ll
be conclusive:

(i) Microbiological agar diffusion
assay. Proceed as directed in § 436.105
of this chapter, preparing the sample
. for assay as follows: Dissolve an accu-
- rately weighed portion of the sample
in sufficient sterile distilled water to
give a stock solution containing 1.0
milligram of amoxicillin per milliliter
(estimated). Further dilute an aliquot
of the stock solution with 0.1 Af potas-
sium phosphate buffer, pH 8.0 (solu-
tion 3) to the reference concentration
of 0.1 microgram of amoxicillin per
‘milliliter (estimated).

(ii) Iodometric assay. Proceed as di-
rected in § 436.204 of this chapter.

(iii) Hydroxylamine colorimetric
assay. Proceed as directed in § 436.205
of this chapter.

(2) Sterility. Proceed as directed in
§436.20 of this chapter- using the
method described in paragraph (e)(2)
of that section, except use medium C
in lieu of medium A, medium F in lieu
of medium E, and during the period of
incubation shake the tubes at least
once daily.

(3) Pyrogens. Proceed as directed in
§ 436.32(f) of this chapter, using a so-
Iution containing 20 milligrams of
amoxicillin per milliliter.

(4) Safefy. Proceed as directed in
§ 436.33 of this chapter.

(5) Moisture. Proceed as directed,in
§436.201 of this chapter. --

(6) pH, Proceed as directed in
§436.202 of this chapter, using an
agueous solution containing 2 milli-
grams per milliliter.

(7) Amoczicillin content. Proceed as
directed in §436.213 of this chapter,
using both the titration procedures de-
scribed in paragraph (e) (1) and (2) of
that section. Calculate the percent
amoxicillin content as follows:

- (1) Acid titration.

Percent amoxicillin content=(A—-B) (nor-

- mality of lithium methoxide reagent)

(365.4) (100) (100)/(weight of sample in
milligrams) (100—m)

where:

A=Milliliters of lithium methoxide reagent
used in titrating the sample.

B=Milliliters of lithium methoxide reagent
used in titrating the blank.

m=Percent moisture content of the sample.

Difference=Potency in micrograms per mil-
ligram/10—percent amoxicillin content.

(ii) Base titration.

Percent amoxicillin content=(A-B) (nor- .

mality of perchloric acid reagent) (365.4)
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(100) (100)/(weight of sample in milf-
grams) (100—-m)

where:

A=Milliliters of perchloric acld reagent
used in titrating the sample.

B=Milliliters of perchloric .acld reagent
used in titrating the blank.

m=Percent moisture content of the sample.

Difference=Potency in micrograms per mil-
ligram/10—percent amoxicillin content.

(8) Crystallinity. Proceed as directed
in § 436.203(a) of this chapter.

(9) Identity. Proceed as directed in
§436.211 of this.chanter, using a 0.5
percent potassium bromide disc pre-
pared as described in paragraph (b)(1)
of that section.

2. Part 540 is amended in subpart B
})y adding new § 540.203 to read as {ol-

OWS:

§540.203 Sterile amoxizillin trihydrate for
suspension.

(a) Requirements for certification—
(1) Standards of identitly, strength,
quality, and purity. Sterile amoxicillin
trihydrate for suspension is a dry mix-
ture of amoxicillin trihydrate and one
or more suitable and harmless buffer
substances, stabilizers, suspending
agents, and preservatives. Its potency
is satisfactory if it is not less than 90
percent and not more than 120 per-
cent of the labeled amount of amoxi-
cillin. It is sterile. It is nonpyrogenic.
It passes the safety test. Its moisture
content is not less than 11.0 percent
and not more than 14.0 percent. When
reconstituted as directed in the label-
ing, its pH is not less than 5.0 and not
more than 7.0. The amoxlicillin trihy-
drate used conforms to the require-
ments of § 539.3 of this chapter.

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (¢) of this section and
§510.55 of this chapter, and in addi-
tion, this drug shall be labeled “sterile
amoxicillin for suspension, veteri-
nary”.

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of §514.50 of this chap-
ter, each such request shall contain:

(i) Results of tests and assays on:

(a) The amoxicillin trihydrate used
in making the batch for potency, molis-
ture, pH, amoxicillin content, concor-
dance, crystallinity, and identity.

(b) The batch for potency, sterility,
pyrogens, safety, moisture, and pH.

(ii) Samples required:

(a) The amoxicillin trihydrate used
in making the batch: 10 packages,
each containing approximately 300
milligrams,

(b) The batch:

(1) For all tests except sterility: A
minimum of 12 immediate containers.

(2) For sterility testing: 20 immedi-
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ate containers, collected at regular in-
tervals throughout each filling oper-
ation.

(b) Tests and methods of assay—(1)
Potency—(1) Sample preparalion. Re-
constitute as directed in the labeling.
Using a suitable -hypodermic needle
and syringe, remove all of the
withdrawable contents if the container
{s represented as a single-dose contain-
er or, if the_labeling specifies the
amount of potency in a given volume
of the resultant preparation, remove
an accurately measured representative
portion from each container. Dilute
the resultant solution with 0.1 21 po-
tassium phosphate buffer, pH 8.0 (so-
lution 3), for the microbiological agar
diffusion, assay, or distilled water for
the jodometric assay, to give a stock
solution of convenient concentration.

(i) Assay procedure. Use either of
the following methods; however, the
results obtained from the iodometric
assay shall be conclusive.

(a) Microbiological agar diffusion
assay. Proceed as directed in §436.105
of this chapter, diluting an aliquot of
the stock solution with solution 3 ta.

the reference concentration of 0.1 mi- -

crogram of amoxicillin per milliliter
(estimated).

(b) Iodomelric assay. Proceed as di-
rected in §436.204 of this chapter, di-
luting an aliquot of the stock solution
with distilled water to the prescribed
concentration.

(2) Sterility. Proceéd as directed in
§436.20 of this chapter, using the
method described in paragraph (e)(2)
of that section, except use medium C
in lieu of medium A, medium F in lieu
of medium E, and during the period of
incubation shake the tubes at least
once Y.

(3) Pyrogens. Proceed as directed in
§436.32(f) of this chapter, using a so-
lution containing 20 milligrams of

amoxicillin per millfliter.

(4) Safety. Proceed as directed in
§436.33 of this chapter.

(5) Moisture. Proceed as directed in
§436.201 of this chapter.

(6) pH. Proceed as directed in

§436.202 of this chapter, using the so-
lution obtained when the product is
fneconstituted as directed in the label-
g. .
(¢) Conditions of marketing—(1) -
Specifications. Each vial confains 3

- grams of amoxicillin activity as the tri-

hydrate. It is reconstituted with sterile .
water for injection USP to the concen-
tration of 100 or 250 milligrams per
milliliter.

(2) Sponsor. See 000029 in
§ 510.600(c) of this chapter.

(3) Conditions of use in dogs and
cats—(1) Amount. 5 milligrams per
pound of body weight daily.
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(ii) Indications for use—(a) Dogs:
Use for the treatment of infections
caused by susceptible strains of organ-
isms as follows: Respiratory infections
(tonsillitis, tracheobronchitis) due to
Staphylococcus aureus, Streptococcus
spp., E. coli, and Proteus mirabilis;
genitourinary infections (cystitis) due
to Staphylococcus aureus, Sireplococ-
cus spp., E. coli, and Proteus mirabilis;
gastrointestinal infections (bacterial
gastroenteritis) due to Staphylococcus
aureus, Streptococcus spp., E. coli, and
Proteus mirabilis; bacterial dermatitis
* due to Staphylococcus aureus, Strepto-
coceus spp., and Protleus mirabilis; soft
tissue infections (abscesses, lacer-

ations, and wounds) due to Staphylo-

coccus aureus, Streptococcus spp., E.
coli, and Proteus mirabilis.

(b) Cats: Use for the treatment of in-
fections caused by susceptible strains
of organisms as follows: Upper respira-
tory infections due to Staphylococcus
aureus, Staphylococcus spp., Strepto-
coccus spp., Hemophilus spp., E. coli,
Pasteurella spp., and Proteus mirabi-
lis; genitourinary infections (cystitis)
due to Staphylococcus aureus, Strepto-
coccus spp., E. coli, Proteus mirabilis,
and Corynebacterium spp.; gastroin-
testinal infections due to E. coli, Pro-
teus spp., Staphylococcus spp., -and

Streptococcus spp.; skin and soft tissue -

infections (abscesses, lacerations, and
wounds) due to Staphylococcus
aureus, Staphylococeus spp., Strepto-
coceus spp., E. coli, and Pasteurella
multocida.

(iil) Limitations. Administer once
daily for up to 5 days by intramuscu-
lar or suhcutaneous injection. Treat-
ment should be continued for 48 hours
after the animal has become afebrile
or asymptomatic. If no improvement is
seen within 5 days, review the diagno-
sis and change therapy. As with all
antibiotics, appropriate in vitro cultur-
ing and susceptibility testing of sam-
ples taken before treatment should be
conducted. For use in dogs and cats

- only. Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

Effective date: This regulation is ef-
fective August 25, 1978.

(Sec. 512(1), (n), 82 Stat. 347, 350-351 (21
U.S.C. 360bdi), (n)).)

Dated: August 16, 1978.

LESTER M. CRAWFORD,
Director, Bureau of
Veterinary Medicine.
[FR Doc. 78-23572 Filed 8—i4-—78; 8:45 am]

RULES AND REGULATIONS

[4830-01]
Title 26—Internal Revenue
CHAPTER I—INTERNAL REVENUE

SERVICE, DEPARTMENT OF THE
TREASURY

SUBCHAPTER F—PROCEDURE AND
ADMINISTRATION

LT.D. 7561; LR-265-741

PART 301—PROCEDURE AND
ADMINISTRATION

Annual Registration for Employee
Retirement Benefit Plans

AGENCY: Internal Revenue Service,
Treasury.

ACTION: Final regulations.
SUMMARY: This document provides
final regulations relating to the re-
quirement that the plan administrator
of an employee retirement benefit
plan annually file information relating
to plan participants who separate
from service covered by the plan and
are entitled to a retirement benefit
under the plan, but are not paid this
retirement benefit. This document
also provides final regulations relating
to the requirement that a plan admin-
istrator report certain changes in plan
status, and to amounts imposed for
failure to file with the_Internal Reve-
nue Service certain information re-
quired in connection with employee re-
tirement benefit plans. Changes to the
applicable tax law were made by the
Employee Retirement Income Secu-
rity Act of 1974 (“ERISA”). These reg-
ulations provide plan administrators
and employers with the necessary
guidance to comply with the law, and
also affect plan participants who sepa-
rate from service covered by an em-
ployee retirement benefit plan and are
entitled to a retirement benefit under
the plan.

DATES: The regulations relating to
the reporting of the deferred vested
retirement benefit of a separated plan
participant are generally effective
with respect to participants separating
from service in plan years beginning
after 1975. The regulations relating to
the reporting of a change in plan
status are also effective for plan years
beginning after 1975. The regulations
relating to amounts imposed for fail-
ure to file certain information with re-

.spect to employee benefit plans are

generally effective for plan years be-

ginning after Septeimber 2, 1974.

FOR FURTHER INFORMATION

CONTACT: -
Richard. L. Johpson of the Legisla-
tion and Regulations Division, Office
of the Chief Counsel, Internal Reve-
nue Service, 1111 Constitution
Avenue NW. Washington, D.C.
20224 (Attention: CC:LR:T:LR-265-
74), 202-566-6358 (not a toll-free
number).

SUPPLEMENTARY INFORMATION:
BACKGROUND

On January 20, 1978, the FEDERAL
REGISTER published proposed amend-
ments to the procedure and adminis-
tration regulations (26 CFR Part 301)

-under sections 6057, 6652 (e) and (f),

and 6690 of the Internal Revenue
Code of 1954 (43 FR 2892). A correc-
tion notice was published in the FEp-
ERAL REGISTER on February 16, 1978
(43 FR 6812). The amendments were
proposed to conform the regulations
to section 1031 of the Employee Re-
tirement Income Security Act of 1974
(88 Stat. 943) (“ERISA”). A public
hearing was held on April 13, 1978.
After consideration of all comments
regarding the proposed amendments,
those amendments are adopted as re-
vised by this Treasury decision.

IDENTIFICATION OF SEPARATED PARTICI-
PANTS WITH DEFERRED VESTED RE-
TIREMENT BENEFIT

ERISA requires that the plan ad-
ministrator of an employee retirement
benefit plan file with the Internal
Revenue Service information relating
to each plan participant who separates
from service covered by the plan, is en-
titled to a deferred vested retirement
benefit under the plan and is not paid
this retirement benefit. The informa-
tion required describes the nature,
amount,~and form of the benefit to
which the participant is entitled, and
is to be filed on schedule SSA (“Identi-
fication of Separated Participants
With Deferred Vested Benefits”) as an
attachment to the annual return/
report of employee benefit plan (form
5500 series). The description of the re-
tirement benefit is also to be provided
the participant.

The final regulations provided by
this document differ in part from the
proposed regulations. First, the final
regulations provide that a plan to
which more than one employer con-
tributes is required to file schedule
SSA starting with the first plan year
beginning after 1977. Accordingly, the
earliest required filing date for a plan
to which more than one employer con-
tributes is July 31, 1979, This is 1 year
later than the date provided in the °
proposed regulations.

Under the proposed regulations, no
information relating to the retirement
benefit of a plan participant was re-
quired to be filed on schedule SSA {if
the participant is paid some or all of
the benefit, forfeits the benefit or re-
turns to service covered by the plan
before the end of the plan year for
which the schedule SSA is filed. The
final regulations provide that no filing
is required if such an event occurs
before the date the schedule SSA is re-
quired to be filed, normally 7 months
after the end of the plan year.
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The final regulations provide that a

plan administrator may, at its option,
request that information relating to a
plan participant’s retirement benefit
be deleted from Social Security Ad-
ministration records if, after the infor-
mation is filed on schedule SSA, the
participant is paid some or ail of the
benefit- or forfeits-the benefit under
the plan. ;
_ As described above, information re-
lating to -a participant’s retirement
benefit is not required to be filed on
schedule SSA: if the participant is paid
only some of the benefit, and informa-
tion previously filed may be deleted
upon payment of only some of the
benefit. The final regulations provide
that if the participant is not paid all
of the benefit, information relating to
the benefit to which the participant
remains entitled is required to be filed
on the schedule SSA filed for the plan
year following the plan year in which
a portion of the benefit is last paid to
the participant.

The final regulations clarify that a
church or governmental plan is not re-
quired to file schedule SSA. In addi-
tion, certain other clarifying changes
have been made in the final regula-
tions. :

- . DRAFTING INFORMATION

The principal author of these pro-
posed Tegulations was Richard L.
Johnson of the Legislation and Regu-
lations Division of the Office of Chief
Counsel, Internal Revenue Service.
However, personnel from other offices
of the Internal Revenue Service and
Treasury Department participated in
developing the regulation, both on
matters of substance and style.

ADOPTION OF AMENDMENT TO THE
REGULATIONS

Accordingly, the proposed amend-
ments- are adopted with the changes
set forth below: -

Paragraph 1. Section 301.6057-
1(a)(3) is revised by adding at the end
thereof 2 new sentence to read: “The
filing requirements described in this
section and §301.6057-2 (relating to
notification of change in plan status)
do not apply to a governmental or
church plan described in section 414
(d) or (e).”

Par. 2. Section 301.6057-1(a)(5)(ii) is
revised to read as follows:

§ 301.6057-1 Employee relirement benefit
plans; identification of participant with
deferred vested retirement benefit.

(@) Annual registration statement * * ¢

(5) Time for reporting deferred vested re-
tirement benefit * * *

(ii) Ezxception. Notwithstanding subdivi-
sion (i), no information relating to the de-
ferred vested retirement benefit of a sepa-
rated participant is required to be filed on
schedule SSA if, before the date such sched-
ule SSA is required to be filed (including
any extension of time for filing granted pur-
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suant to section 6081), the participant (A) [s
pald some or all of the deferred vested re
tirement benefit under the plan, (B) returns
to service covered by the plan, or (C) for-
feits all of the deferred vested retirement

benefit under the plan.
* » [ ] L ] - &
Par. 3. Section 301.6057-1(b)(2) is re-
vised to read as follows:

§301.6057-1 Employee relirement benefit
plans; tdentification of participant with
deferred vested relirement benefit.

* L J L] L .

(b) Plans lo which more than one employ-
er contributes * * *

(2) Time for reporting deferred vested re-
tirement benefit—(i) Ingeneral In the case
of a plan to which more than one employer
contributes, information relating to the de-
ferred vested retirement benefit of a plan
participant must be filed no later than on
the schedule SSA filed for the plan year
within which the participant completes the
second of two consecutive l-year breaks in
service (as defined in the plan for vesting
percentage purposes) in service computation
periods (as defined in the plan for vesting
percentage purposes) which begin after De-
cember 31, 1974. At the option of the plan
administrator, information relating to a par-
ticipant’s deferred vested retirement benefit
may be filed earlier (that Is, on the schedule
SSA filed for the plan year in which the
participant incurs the first 1-year break in
service or, in the case of a separated partici-
pant, on the schedule SSA {filed for the plan
yvear in which the participant separates
from service). .

(ii) Special rules. For purposes of this sub-
paragraph (1)—

(A) For the definition of the term “1-year
break in service” in the case of 2 plan which
uses the elapsed time method described in
Department of Labor regulations for credit-
ing service for vesting percentage purposes,
see § 1.411(a)-6(c)(2).

(B) In the case of a plan which does not
define the term “1-year break in service” for
vesting percentage purposes, a plan particl-
pant shall be deemed to incur a 1-year break
in service under the plan in any plan year
within which the participant does not com-
plete more.than 500 hours of service cov-

. ered by the plan.

(iit) Transitional rule. Notwithstanding
subdivision (1), If the second consecutive 1-
year break in service described in subdivi-
sion (i) is incurred in a plan year beginning
before January 1, 1978, information relating
to the participant’s deferred vested retire-
ment benefit is not required to be filed earli-
er than on the schedule SSA {iled for the
first plan year beginning after December 31,
19717,

(iv) Ezception. Notwithstanding subdivi-
sfon (D) or (iii) of this subparagraph, no in-
formation relating to a participant’s de-
ferred vested retirement benefit is required
to be filed on schedule SSA {f, before the
date such schedule SSA is required to be
filed (including any extension of time for
filing granted pursuant to section 6081), the
participant (A) is pald some or all of the de-
ferred vested retirement benefit under the
plan, (B) accrues additional retirement
benefits under the plan, or (C) forfeits all of
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the deferred vested retirement benefit
under the plan. -
» - E ] » »

Par. 4. Section 301.6057-1(b}(3)({ii) is
revised by deleting the second and
third sentences and inserting in lieu
thereof “If, in view of information
provided either by the incomplete rec-
ords or the plan participant, thereisa
slgnificant likelihood that the plan
participant is vested in a deferred re-
tirement benefit under the plan, infor-
mation relating to the participant
must be filed on schedule SSA with
the notation that the participant may
be entitled to a deferred vested refire-
ment benefit under the plan, but in-
formation relating to the amount of
the benefit may be omitted”.

Par. 5. Section 301.6057-1(c) is re-
vised to read as follows:

8 301.6057-1 Employee relirement benefils
plans; identification of participant with
deferred vested relirement benefit

] L] - » ]

(¢) Volunlary filing—(1) In genercl The
plan administrator of an employee retire-
ment benefit plan described in paragraph
(a)(3) of this section, or any other employee
retirement benefit plan (including a govern-
mental or church plan), may at its option,
{ile on schedule SSA information relating to
the deferred vested retirement benefit of
any plan participant who separates at any
time from service covered by the plan, in-
cluding plan participants who separate from
service in plan years beginning before 1976.

(2) Deleling previously filed information.
If, after information relating to the de-
ferred vested retirement benefit of a plan
participant is filed on schedule SSA, the
plan participant—

(1) Is pafid some or all of the deferred
vested retirement benefit under the plan, or

(il) Forfeits all of the deferred vested re-
tirement benefit under the plan,

the plan administrator may, at its option,
{ile on schedule SSA (or such other form as
may be provided for this purpose) the name
and social security number of the partici-
pant with the notation that information
previously filed relating to the participant’s
deferred vested retirement benefit should
be deleted.

Par. 6. Paragraphs (d), (e) and (f) of
§301.6057-1 are redesignated (e), (), -
and (g), respectively, and a new_para-
graph (d) is added to read as follows:

§301.6057-1 Employee relirement benefit
plans; identification of participent with
deferred vested retirement benefit

» - - £ ] E

(d) Filing incident lo cessalion of pey-
ment of benefits—(1) In genercl As de-
scribed in this section, no information relat.
ing to the deferred-vested retirement bene-
{it of a plan participant Is required to be
{fled on schedule SSA if before the date
such schedule SSA is required to be filed,
some of the deferred vested retirement
benefit is pald to the participant, and infor-
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mation relating to a participant’s deferred
vested retirement benefit which was previ-
ously filed on schedule SSA may be deleted
if the participant is paid some of the de-
ferred vested retirement benefit. If payment
of the deferred vested retirement benefit
ceases before all of the benefit to which the
participant is entitled is paid-to the partici-
pant, information relating to the deferred
vested retirement benefit to which the par-
ticipant remains entitled shall be filed on
the schedule SSA filed for the plan year fol-
lowing the last plan year within which a
porfgon of the benefit is paid to the partici-
pant,

(2) Ezxception. Notwithstanding subpara-
graph (1) of this paragraph, no information
relating to the deferred vested retirement
benefit to which the participant remains en-
titled is required to be filed on schedule
SSA if, before the date such schedule SSA is
required to be filed (including any extension
of time for filing granted pursuant to sec-
tion 6081), the participant (i) returns to
service covered by the plan, (ii) accrues ad-
ditional retirement benefits under the plan,
or (iii) forfeits thie benefit under the plan.

Par. 7. Section 301.6057-1(d), redes-
ignated as § 301.6057-1(e), is revised to
read as follows:

§301.6057-1 Employee retirement benefit
plans; identification of participant with
deferred vested retirement benefit. ‘

* = = * *

(e) Individual statement to participant.
The plan administrator of an employee re-
tirement benefit plan defined in paragraph
(a)(3) of this section must provide each par-
ticipant with respect to whom information
is required to be filed on schedule SSA a
statement describing the deferred vested re-
tirement benefit to which the participant is
entitled. The description provided the par-
ticipant must include the information filed
with respect to the participant on schedule
SSA. The statement is to be delivered to the
participant or forwarded to the participant’s
last known address no later than the date
on which any schedule SSA reporting infor-
mation with respect to the participant is re-
quired to be filed (including any extension
of time for filing granted pursuant to sec-
tion 6081).

Par. 8. Section 301.6057-1(e), redesig-
nated as §301.6057-1(f), is revised by
deleting “paragraph (d)” where it ap-
pears therein and inserting in lieu
thereof “paragraph (e)”.

Par. 9. Section 301.6057-1(f)(2), re-
designated as §301. 6057—(g)(2) is re-
vised to read as follows:

§ 301.6057-1 Employee retirement benefit
plans; identification of participant with
deferred vested retirement benefit.

* - * = &

(g) Effective dates. * * *

(2) Plans to which more than one employ-
er contributes. In the case of a plan to
which more than one employer contributes,
this section is effective for plan years begin-
ning after December 31, 1977, and with re-
spect to a participant who completes two
consecutive one-year breaks in service under
the plan in service computation periods-be-
ginning after December 31, 1974.
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Par. 10. Section 301.6652-3(a) is re-
yised by deleting “(determined with-
out_ regard to any extension of time
for filing)” where it appears in subpar-
agraphs (4) and (5),.and inserting in
lieu thereof “(determined with regard
to any extension of time for filing)”.

Par. 11. Section 301.6652-3(e)(1)(ii)
is revised‘as follows:

§ 301.6652-3 Failure to file information
with respect to employee retirement
benefit plan.

* * * * =

(e) Effective dates—(1) Annual registra-
tion statement. * * *

(ii) In the case of a plan to which more
than one employer contributes, for plan
years beginning after December 31, 1977,
and with respect to participants who com-
plete two consecutive 1-year breaks in serv-
ice under the plan in service computation
periods beginning after December 31, 1974.

* * = * *

Par. 12, Section 301.6690-1 is revised
by deleting “§301.6057-1(d)” each
place it appears therein and inserting
in Jieu thereof “§ 301.6057-1(e)".

This Treasury decision is issued
under the authority contained in sec-
tions 6057 and 7805 of the Internal
Revenue Code of 1954 (88 Stat. 943
and 68A Stat. 917 26 US.C. 6057 and
7805). .

JEROME KURTZ,
Commissionerof
Internal Revenue.

Approved: August 17, 1978.

Donarp C. LUBICK,
Assistant Secretary
. of the Treasury. -

PaARAGRAPH 1. There is inserted in the
appropriate place the following new
sections:

§ 301.6057-1 Erﬁployee “retirement benefit
plans; identification of participant with
deferred vested retirement benefit.

(aY Annual registration statement—
(1) In general. Under section 6057(a),
the plan administrator (within the
meaning of section 414(g)) of an em-
ployee retirement benefit plan must
file with the Internal Revenue Service
information relating to each plan par-
ticipant who separates from service
covered by the plan and is entitled fo a
deferred vested retirement benefit
under the plan, but is not paid this re-
tirement benefit. Plans subject to this
filing requirement are described in
subparagraph (3) of this paragraph.
Subparagraph (4) describes how the
information is to be filed with the In-
ternal Revenue Service. In the case of
a plan to which only one employer
contributes, the time for filing the in-
formation with respect to each sepa-
rated participant is described in sub-
paragraph (5). In the case of a plan to

‘which more than one employer con-

tributes the time for filing the infor-
mation with respect to a participant is
described in paragraph (b)2). Para-
graph (b) also provides other rules ap-
plicable only to plans to which more
than one employer contributes.

(2) Deferred vested retirement bene-
Jit. For purposes of this section, a plan
participant’s deferred retirement bene-
fit is considered a vested benefit if it is
vested under the terms of the plan at
the close of the plan year described in
paragraph (a)}5) or (b)(4) (whichever
is applicable) for which information
relating to any deferred vested retire-
ment benefit of the participant must
be filed. A participant’s deferred re«
tirement benefit need not be a nonfor-
feitable benefit within the meaning of
section 411(a) for the filing require-
ments described in this section to
apply. Accordingly, information relat-
ing to a participant’s deferred vested
retirement benefit must be filed as re-
quired by this section notwithstanding
that the benefit is subject to forfeiture
by reason of an event or condition oc-
curring subsequent to the close of the
plan year described in paragraph
(a)(5) or (b)(4) (whichever is applica-
ble) for which information relating to
any deferred vested retirement benefit
of the participant must be filed.

(3) Plans subject to filing require-
ment. The term “employee retirement
benefit plan” means a plan to which
the vesting standards of section 203 of
part 2 of subtitle B of title I of the
Employee Retirement Income Securi-
ty Act of 1974 (88 Stat. 854) apply for
any day in the plan year. (For pur-
poses of this section, “plan year”
means the plan year as determined for
purposes of the amnual return re-
quired by section 6058(a)). According-
1y, a plan need not be a qualified plan
within the meaning of section 401¢a)
to be subject to these filing require-
ments. A plan to which more than one
employer contributes must file the
report of deferred vested retirement
benefits described in this section, but
see paragraph (b) for special rules ap-
plicable to such a plan. The filing re-
quirements described in this section
and §301.6057-2 (relating to notifica-
tion of change in plan status) do not
apply to a governmental or church’
plan described in section 414 (d) or (e).

(4) Filing requirements. Information
relating to the deferred vested retire-
ment benefit of a plan participant
must be filed on schedule SSA as an
attachment to the Amnual Return/
Report of Employee Benefit Plan
(form 5500 series). Schedule SSA shall
be filed on behalf of an employee re-
tirement benefit plan for each plan
year for which information relating to
the deferred vested retirement benefit
of a plan participant is filed under
paragraph (a)(5) or (b)(2) of this sec-
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tion. There shall be filed on schedule
SSA the name and social security
number of the participant, a descrip-
tion of the nature, form, and amount
of the deferred vested retirement
benefit to which the participant’is en-
titled, and such other information as
is required by section 6057(a) or sched-
ule SSA and the accompanying
instructions. The form of the benefit
reported on schedule SSA shall be the
normal form of benefit under the
plan, or,.if the plan administrator
(within the meaning of section 414(g))
considers it more appropriate, any
other form of benefit.

(5) " Time -for reporting deferred
vested retirement benefit— (i) In gener-
al. In the case of a plan to which only
one employer contributes, information
relating to the deferred vested retire-
ment benefit of a plan participant
must be filed no later than on the

- schedule SSA filed for the plan year
following the plan year within which
the participant separates from service
covered by the plan. Information re-
lating to a separated participant may,
at the option. of the plan administra-
tor, be reported earlier (that is, on the
schedule SSA filed for the plan year in
which the participant separates from
service covered by the-plan). For pur-
poses of ‘this paragraph a participant
is not considered to separate from
service covered by the plan solely be-
cause the participant incurs a break in
service under the plan. In addition, for
purposes of this paragraph, in the case
of a plan which uses the elapsed time
method described in Department of
Labor regulations for crediting service
for benefit accrual purposes, a partici-
pant is considered to separate from
service covered by the plan on the
date the participant severs from serv-
ice covered by the plan.

(ii) Exception. Notwithstanding sub-

" division (1), no information relating to

. the deferred vested retirement benefit

of a separated participant is required
to be filed on schedule SSA if, before
the date such schedule SSA is required
to be filed (including any extension of
time for filing granted pursuant to sec-
tion 6081), the participant (A) is paid
some or all of the deferred vested re-
tirement benefit under the plan, (B)
returns to service covered by the plan,
or (C) forfeits all of the deferred
vested retirement benefit under the
plan.

(b) Plans to which more than one
employer contributes—(1) Application.
Section 6057 and this section apply to
a plan to which more than one em-
ployer contributes with the modifica-
tions set forth in this paragraph. For
~ purposes of section 6057 and this sec-

tion, whether or not ‘more than one
employer contributes to a plan shall
be determined by the number of em-
ployers who are required to contribute

RULES AND REGULATIONS

to the plan. Thus, for example, this
paragraph applies to plans maintained
by more than one employer which are

-collectively bargained as described in

section 413(a), multiple-employer
plans described in section 413(c) and
the regulations thereunder, multiem-
ployer plans described in section
414(f), and plans adopted by more
than one employer of certain con-
trolled and common control groups de-
scribed in section 414 (b) and (c).

(2) Time Jjor reporiing deferred
vested retirement benefit—(i) In gener-
al. In the case of a plan to which more
than one employer contributes, infor-
mation relating to the deferred vested
retirement benefit of a plan partici-
pant must be filed no later than on
the schedule SSA {iled for the plan
year within which the participant
completes the second of two consecu-
tive one-year breaks in service (as de-
fined in the plan for vesting percent-
age purposes) in service computation
periods (as defined in the plan for
vesting percentage purposes) which
begin after December 31, 1974. At the
option of the plan administratot, in-
formation relating to a participant's
deferred vested retirement benefit
may be filed earlier (that is, on the
schedule SSA filed for the plan year in
which the participant incurs the first
one-year break in service or, in the
case of a separated participant, on the
schedule SSA {iled for the plan year in
which the participant separates from
service). ‘

(ii) Special rules—For purposes of
this subparagraph (1)—

(A) For the definition of the term
“].year break in service” in the case of
a plan which uses the elapsed time
method described in Department of
Labor Regulations for crediting service
for vesting percentage purposes, see
§ 1.411(a)-6(c)(2).

(B) In the case of a plan which does
not define the term “l-year break in
service” for vesting percentage pur-
poses, a plan participant shall be
deemed to incur a 1-year break in serv-
ice under the plan in any plan year
within which the participant does not
complete more than 500 hours of serv-
ice covered by the plan,

(iil) Transitional rule. Notwithstand-
ing subdivision (i), if the second con-
secutive 1l-year break in service de-
scribed in subdivision (i) is Incurred in
a plan year beginning before January
1, 1978, information relating to the
participant’s deferred vested retire-
ment benefit is not required to be filed
earlier than on the schedule SSA filed
for the first plan year beginning after
December 31, 1977.

(iv) Ezception. Notwithstanding sub-
division (i) or (ili) of this subpara-
graph, no information relating to a
participant’s deferred vested retire-
ment benefit is required to be filed on
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schedule SSA if, before the date such
schedule SSA is required to be filed
(including any extension of time for
filing granted pursuant to section
6081), the participant (A) is paid some
or all of the deferred vested retire-
ment benefit under the plan, (B) ac-
crues additional retirement benefits
under the plan, or (C) forfeits all of
the deferred vested retirement benefit
under the plan.

(3) Information relating to deferred
vesled retirement benefit—(1) Incom-
plete records. Section 6057(2) and
paragraph (a)(4) of this section re-
quire the filing on schedule SSA of a
description of the deferred vested re-
tirement benefit to which the partici-
pant is entitled. If the plan adminis-
trator of a plan to which more than
one employer contributes maintains

-records of a participant’s service cov-

ered by the plan which are incomplete
as of the close of the plan year with
respect to which the plan administra-
tor files information relating to the
participant on schedule SSA, the plan
administrator may elect to file the in-
formation required by schedule SSA
based only upon these incomplete rec-
ords. The plan administrator is not re-
quired, for purposes of completing
schedule SSA, to compile from sources
other than such records a complete
record of a participant’s years of serv-
ice covered by the plan. Similarly, if
retirement benefits under the plan are
determined by taking into account a .
participant’s service with an employer
which is not service covered by the
plan, but the plan administrator main-
tains records only with respect to peri-
ods of service covered by the plan, the
plan administrator may complete
schedule SSA taking into account only
the participant’s period of service cov-
ered by the plan.

(i) Inability to determine correct
amount of participant’s deferred
vested retirement benefit. If the
amount of a participant’s deferred
vested retirement benefit which is
filed on schedule SSA is computed on
the basis of plan records maintained
by the plan administrator which—

(A) Are incomplete with respect to
the participant’s service covered by
the plan (as described in subdivision
1)), or

(B) Fail to account for the partici-
pant’s service not covered by the plan
which is relevant to a determination of
the participant’s deferred vested re-
tirement benefit under the plan (as de-
scribed in subdivision (i),

then the plan administrator must indi-
cate on schedule SSA that the amount
of the deferred vested retirement
benefit shown therein may be other
than that to which the participant is
actually entitled because the amount
is based upon incomplete records.
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(ili) Inability to determine whether
participant vested in deferred retire-
ment benefit. Where, as described in
subdivision (i), information to be re-
ported on schedule SSA is to be based
upon records which are incomplete
with respect to a participant’s service
covered by the plan or which fail to
take into account relevant service not
covered by the plan, the plan adminis-
trator may be unable to determine
whether or not the participant is
vested in any deferred retirement
benefit. If, in view of information pro-
vided either by the incomplete records
or the plan participant, there is a sig-
nificant likelihood that the plan par-
ticipant is vested in a deferred retire-
ment benefit under the plan, informa-
tion relating to the participant must
be filed on schedule SSA with the no-

tation that the participant may be en- -

titled to g deferred vested retirement
benefit under the plan, but informa-
tion relating to the amount of the
benefit may be omitted. This subdivi-
sion (iii) does not apply in a case in
which it can be determined from plan
records maintained by the plan admin-
istrator that the participant is vested
in a deferred retirement benefit. Sub-
division (ii), however, may apply in
such a case.

() Voluntary filing—(1) In general
The plan administrator of an employ-
ee retirement benefit plan described in
paragraph (a)(3) of this section, or any
other employee retirement benefit
plan (including a governmental or
chruch plan), may at its option, file on
schedule SSA information relating to
the deferred vested retirement benefit
of any plan participant who separates
at any time from service covered by
the plan, including plan participants
who separate from service in plan
years beginning before 1976.

(2) Deleting previously filed infor-
mation, If, after information relating
to the deferred vested retirement
benefit of a plan participant is filed on
schedule SSA, the plan participant—

(1) Is paid some or all of the deferred
vested retirement benefit under the
plan, or .

(il) Forfeits all of the deferred
vested retirement benefit under the
plan, the plan administrator.may, at
its option, file on schedule SSA (or
such other form as may be provided
for this purpose) the name and social
security number of the participant
with the notation that information
previously .filed relating to the partici-
pant’s deferred vested retirement
benefit should be deleted.

() Filing incident to cessation of
payment of benefits—(1) In general, As
described in this section, no informa-
tion relating to the deferred vested re-
tirement benefit of a plan participant
is required to be filed on schedule SSA
if before the date such schedule SSA

RULES AND REGULATIONS

is required to be filed, some of the de-
ferred vested retirement benefit is
paid to the participant, and informa-
tion relating to a participant’s de-
ferred vested retirement benefit which
was previously filed on schedule SSA
may be deleted if the participant is

-paid some of the deferred vested re-

tirement benefit. If payment of the de-
ferred vested retirement benefit ceases
before all of the benefit to which the
participant is entitled is paid to the
participant, information relating to
the deferred vested retirement benefit
to which the participant remains enti-

- tled shall be filed on the schedule SSA

filed for the plan year following the
last plan year within which a portion
of the benefit is paid to the partici-
pant.

(2) Exception. Notwithstanding sub-
paragraph (1) of this paragraph, no in-
formation relating to the deferred
vested retirement benefit to which the
participant remains entitled is re-
quired to be filed on schedule SSA if,
before the date such schedule SSA is
required to be filed (including any ex-
tension of time for filing granted pur-
suant to section 6081), the participant
(i) returns to service covered by the
plan, (ii) accures additional retirement
benefits under the plan, or (iii) forfeits
the benefit under the plan.

(e) Individual statement to partici-
pant. The plan administrator of an
employee retirement benefit plan de-
fined in paragraph (a)(3) of this sec-
tion must provide each participant
with respect to whom information is
required to be filed on schedule SSA a
statement describing the deferred
vested retirement benefit to which the
participant is entitled. The description
provided the participant must include
the information filed with respect to
the participant on schedule SSA. The
statement is to be delivered to the par-
ticipant or forwarded to the partici-
pant’s last known address no later
than the date on which any schedule
SSA reporting information with re-
spect to the participant is required to
be filed (including any extension of
time for filing granted pursuant to sec-
tion 6081).

(f) Penalties. For amounts imposéd
in the case of-failure to file the report
of deferred vested retirement benefits
required by section 6057 (a) and para-
graph (a) or (b) of this section, see sec-
tion 6652(e)(1). For the penalty relat-
ing to a failure to provide the partici-
pant the individual statement of de-
ferred vested retirement benefit re-
quired by section 6057(e) and para-
graph (e) of this section, see section
6690.

(g) Effective dates.—(1) Plans to
which only one employer contributes.
In the case of a plan to which only one
employer contributes, this section is
effective for plan years beginning

after December 31, 1975, and with re-
spect to a participant who separates
from service covered by the plan in
plan years beginning after that date.

(2) Plans to which more than one
employer contribules. In the case of a
plan to which more thian one employer
contributes, this section is effective for
plan years beginning after December
31, 1977, and with respect to a partic.
pant who completes two consecutive 1-
year breaks in service under the plan
in service computation periods begin-
ning after December 31, 1974.

§301.6057-2 Employee retirement benefit
plans; notification of change in plan
status.

(a) Change in plan status. The plan
administrator (within the meaning of
section 414(g)) of an employee retire.
ment benefit plan defined in
§ 301.6057-1(a)(3) (including a plan to
which more than one employer con-
tributes, as described in §301.6057-
1(b)(1)) must notify the Internal Reve-
nue Service of the following changes
in plan status—

(1) A change in the name of the
plan, -

(2) A change in the name or address
of the plan administrator,

(3) The termination of the plan, or

(4) The merger or consolidation of
the plan with another plan or the divi-
sion of the plan into two or more
plans.

(b) Notification. A notification of a
change in status described in para-
graph (a) must be filed on the Annual
Return/Report of Employee Benefit
Plan (form 5500 series) for the plan
year in which the change in status oc-
curred. The notification must be filed
at the time and place and in the
manner prescribed in the form and
any accompanying instructions.

(¢) Penalty. For amounts imposed in
the case of failure to file a notification
of a charge i plan status required by
section 6057(b) and this section, see
section 6652(e)(2).

(d) Effective date. This section is ef«
fective for changes in plan status oc-
curring within plan years beginning
after December 31, 19%75.

§301.6652 [Deleted]

Par. 2. Section 301.6652 is deleted,

Par. 3. There is added immediately
after §301.6652-2 the following new
section: ‘

§ 301.6652-3 Failure to file information
with respect to employee retirement
benefit plan,

(a) Amount imposed—(1) Annual regs
istration statement. The plan adminis-
trator (within the meaning of section
414(g)) of an employee retirement
benefit plan defined in §301.605%-
1(a)(3) is liable for the amount im-
posed by section 6652(e)(1) in each
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case in which there is a failure to file
information relating to the deferred
vested retirement benefit of a -plan
participant, as required by -section
6057(a) and §301.6057-1, at the time
and _place and in the manner pre-
scribed therefor (determined without
regard to any extension of time for
filing). The amount imposed by sec-

tion 6652(e)(1) on the plan administra-

tor is $1 for each participant with re-
spect to whom there is a failure to file
the required information, multiplied
by the number of days during which
the failure continues. However, the
total amount imposed by section
6652(e)(1) on the plan administrator
with respect to a failure to file on
behalf of a plan for a plan year shall
not exceed $5,000.

(2) Notification of change in status.
The plan administrator (within the
meaning of section 414(g)) of an em-
ployee retirement benefit plan defined
in §301.6057-1(a)(3) is liable for the
amount imposed by section 6652(e)(2)
in each case in which there is a failure
to file a notification of a change in
plan status, as described in section
6057(b) and §301.6057-2, at the time-
and place and in the manner pre-
scribed therefor (determined without
regard to any extension of time for
filing). The amount imposed by sec-
tion 6652(e)(2) on the plan administra-
tor is $1 for each day during which the
failure to so file a notification of a

change in plan status continues. How- -

ever, the total amount imposed by sec-
tion 6652(e)(2) on the plan administra-
tor with respect to a failure to file a

" notification of a change in plan status
shall not exceed $1,000.

(3) Annual return of employee bene
fit plan. [Reserved.]

(4) Actuarial statement in case of
mergers. The plan administrator
(within-the meaning of section 414(g))
is liable for an amount imposed by sec-
tion 6652(f) in each case in which
there is a failure to file the actuarial
statement described in section 6058(b)
at the time and in the manner pre-
scribed therefor (determined with
regard to any extension of time for
filing). The amount imposed by sec-
tion 6652(f) on the plan administrator
is $10 for each day during which the
failure to file the statement with re-
.spect to a merger, consolidation or

- transfer of assefs or liabilities contin-

ues. However, the amount imposed by
_ section 6652(f) on the plan administra-
tor with respect to a failure to-file the
statement with respect to a merger,
consolidation or transfer shall not
exceed $5,000.*

(8) Information relating fo certain
trusts and annuity and bond purchase
plans. Under section 6652(f) the
amount described in this subpara-
graph is imposed in each case in which
there is a failure to file a return or
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statement required by section 6047 at
the time and in the manner prescribed
therefor in §1.6047-1 (determined
with regard to any extension of time
for filing). The amount is imposed
upon the trustee of a trust described
in section 401(a), custodian of a custo-
dial account or issuer of an annuity
contract, as the case may be (see
§1.6047-1(a)(1) (1) and (iD)). The
amount imposed by section 6652(f) is
$10 for each day during which the fail-
ure to file with respect to a payee for a
calendar year continues. However, the
amount imposed with respect to a fail-
ure to file with respect to a payee fora
calendar year shall not exceed $5,000.

(b) Showing of reasonable cause. (1)
No amount imposed by section 6652(e)
shall apply with respect to a faflure to
file information relating to the de-
ferred vested retirement benefit of a
plan participant under section 6057¢a),
or a failure to give notice of a change
in plan status under section 6057(b), if
it is established to the satisfaction of
the director of the internal revenue
service center at which the informa-
tion or notice is required to be filed
that the failure was due to reasonable
cause.

(2) No amount imposed by section -

6652(f) shall apply with respect to a
failure to file a return or statement re-
quired by section 6058 or 6047, or a
failure to provide material items of in-
formation called for on such a return
or statement, if it is established to the
satisfaction of the appropriate district
director or the director of the internal
revenue service center at which the
return or statement is required to be
filed that the failure was due to rea-
sonable cause.

(3) An affirmative showing of rea-
sonable cause must be made in the
form of a written statement setting
forth all the facts alleged as reason-
able cause. The statement must con-
tain a declaration by the appropriate
individual that the statement is made
under the penalties of perjury.

(c) Joint liability. If more than one
person is responsible for a failure to
comply with sections 6057 (2) or (b) or
section 6058 (a) or (b) or section 6047,
all such persons shall be jointly and
severally liable with respect to the
failure.

(d) Manner of payment. An amount
imposed under section 6652 (e) or (f)
and this section shall be paid in the
same manner as a tax upon the issu-
ance of notice and demand therefor.

(e) Effective dates—(1) Annual regis-
tration statement. With respect to the
annual registration statement de-
scribed in section 6057(a), this section
is effective—

(i) In the case of a plan to which
only one employer contributes, for
plan years beginning after December
31, 1975, with respect to participants
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who separate from service covered by
the plan in plan years beginning after
that date, and

(ii) In the case of a plan to which
more than one employer contributes,
for plan years beginning after Decem-
ber 31, 1977, and with respect to par-
ticipants who complete two consecu-
tive 1-year breaks in service under the
plan in service computation periods
beginning after December 31, 1974.

(2) Notification of change in status.
With respect to the notification of
change in plan status required by sec-
tion 6057(b), this section is effective
with respect to a change in status cc-
cuwrring within plan years beginning
after December 31, 1975.

(3) Annual return of employee bene-

Jit plan. With respect to the annual

return of employee benefit plan re-
quired by section 6058(a), this section
is effective for plan years beginning -
after September 2, 1974.

(4) Acltuarial statement in case of
mergers. With respect to the actuarial
statement required by section 6058(b),
this section is effective with respect to
mergers, consolidations or transfers of
assets or labilities occurring after Sep-
tember 2, 1974.

(5) Information relating to certain
trusts and annuity and bond purchase
plans. With respect to reports or state-
ments required to be filed by section
6047 and the regulations thereunder,
this section is effective with respect to
calendar years ending after September
2, 1974.

Par. 4. There is added in the appro-
priate place the following new section:

§301.6690-1 Penalty for fraudulent state-
ment or failure to furnish statement to
plan participant.

(a) Penally. Any plan administrator
required by section 6057(e) and
§301.6057-1¢e) to furnish a statement
of deferred vested retirement benefit
to a plan participant is subject to a
penalty of $50 in each case in which
the administrator (1) willfully fails to
furnish the statement to the partici-
pant in the manner, at the time, and
showing the information required by
section 6057(e) and §301.6057-1(e), or
(2) willfully furnishes a false or fraud-
ulent statement to the participant.
The penalty shall be assessed and col-
lected in the same manner as the fax
imposed on employers under the Fed-
eral Insurance Contributions Act.

(b) Effective date. This section shall
take effect on September 2, 1974.

[FR Doc. 78-24010 Filed 8-24-78; 8:45 am}
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[3410-11]

Title 36—Parks, Forests, and Public
Property

CHAPTER II—FOREST SERVICE,
DEPARTMENT OF AGRICULTURE

PART 223—SALE AND DISPOSAL OF
TIMBER

National Forest Timber Sales;
Contract Conditions

AGENCY: Forest Service, USDA.
ACTION: Final rule.

SUMMARY: This rule revises require-
ments for payment guarantees fur-
nished in lieu of advance cash pay-
ments on national forest timber sales.
The new rule will allow irrevocable let-
ters of credit to be acceptable as pay-
ment guarantees.

EFFECTIVE DATE: August 25, 1978,

FOR FURTHER INFORMATION
CONTACT:

George M. Leonard or Peter J.
Wagner, Timber Management Staff,
Forest Service, Department of Agri-

culture, P.O. Box 2417, Washington, -

D.C. 20013, 202-447-4051.

SUPPLEMENTARY INFORMATION:
On May 10, 1978, the Secretary of Ag-
riculture published a proposed rule (43
FR 20022) which would add irrevoca-
ble letters of credit to the list of ac-
ceptable sureties for payment bonds
on national forest timber sales. The

final rule is very similar to the pro- -

posed rule with one minor change

which requires refunds to be made to

the “current holder of the contract”

xt'gther than to “the original deposi-
rs.”

SUMMARY OF COMMENTS

There were a total of five comments,
all but one endorsing the proposed
rule. One respondent opposed the rule
as unnecessary and as allowing high
risk entities to bid on future offerings.
Several respondents favored the rule
but suggested that refunds be made to
the cwrrent holder of the contract
rather -than the original depositor:
The final regulations reflect this sug-
gestion,

Several respondents suggested word-
ing changes which would have re-
quired the refund of “Advance pay-
ments found to be in excess of
amounts due to the United States
under the terms of this contract
* * +” This addition would prevent
the Government from exercising its
rights to use deposits from other con-
tracts when the contracts explicitly
permit such use. This change would be
to the disadvantage of the Govern-
ment by weakening collection rights
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on sales where purchaser credit is
being transferred. Therefore, this sug-
gestion has not been used.

One respondent suggested adding
negotiable securities as a form of ac-
ceptable payment guarantee. The pro-
posed regulation is worded in a general
way so negotiable securities will be
permitted. Therefore, the proposed
addition is unnecessary.

Therefore 36 CFR 223.3(e) is hereby
modified to read:

§223.3 Contract conditions.

* * * * *

(e) Sale contracts shall provide that
timber and forest products be paid for
in advance of cutting, unless the con-
tract authorizes the purchaser to fur-
nish a payment guarantee satisfactory
to the Forest Service. Advance pay-
ments found to be in excess of
amounts due the United States shall
be refunded to the current holder of
the contract or to successors in inter-
est. (90 Stat. 2959; 16 U.S.C. 472a.)

AvucusT 18, 1978.

M. RuPERT CUTLER,
Assistant Secretary.

"[FR Doc. 78-23847 Filed 8-24-78; 8:45 am]

[6560-01]
Title 40—Protection of Environment

CHAPTER I—-ENVIRONMENTAL -
PROTECTION AGENCY
SUBCHAPTER D—WATER PROGRAMS
[FRL 953-3]

PART 118—DETERMINATION OF

HARMFUL QUANTITIES FOR HAZ-
ARDOUS SUBSTANCES

Effective Date of Regulations
AGENCY: Environmental Protection

*Agency.

ACTION: Deferral of effective date.

SUMMARY: On March 13, 1978, EPA
published regulations under section
311 of the Clean Water Act to control
the discharge of hazardous substances

(43 FR 10474). On August 4, 1978, the

District Court for the Western District
of Louisiana declared certain portions
of these regulations invalid, void, and
unenforceable. Hazardous substances
regulations under section 311 may,
however, become effective in the
future. EPA hereby defers the effec-
tive date of such regulations as they
apply to discharges from railroad roll-
ing stock until there are appropriate
legal requirements for rail shippers to
identify cargoes containing substances
di:iignated as hazardous under section
311.

v

Interested persons have pointed out
that railroads must by law transport
all shipments tendered to them in ac-
cordance with applicable legal require-
ments, Currently, there is no legal re.
quirement that shippers identify thelr
cargoes as containing substances desig-
nated as hazardous under section 311,
Thus, railroad personnel may have no
way of knowing whether a substance
they are handling or carrying is sub-
ject to section 31l’s requirements.
EPA is currently working with both
the Department of Transportation
and the Interstate Commerce Commis-
sion to expedite the development of
appropriate legal requirements for
shipper identification. When such re«
quirements are developed, EPA will
publish notice in the Feperar REecxs-
TER announcing the effective date of
the section 311 regulations as they
apply to railroads.

FOR FURTHER INFORMATION
CONTACT:

Kenneth M. Mackenthun, Director,
Criteria and Standards Division
(WH-585), Office of Water Planning
and Standards, U.S. Environmental
Protection Agency, 401 M Street
(?fgo Washington, D.C. 20460, 7655~

Dated: August 18, 1978.

JOHN T. RHETT,
Assistant Administrator for .
Water and Hazardous Materials.

[FR Doc. 78-23871 Filed 8-24-18; 8:456 am)

[6820-24] °

Title 41—Public Contracts and
Property Management

CHAPTER 101—FEDERAL PROPERTY
MANAGEMENT REGULATIONS

SUBCHAP‘IElk H—UTILIZATION AND DISPOSAL

[FPMR Amdt. H-112]

PART 101-44—DONATION OF
PERSONAL PROPERTY

Subpart  101-44.2—Donations to
Public Agencies and Nonprofit Edu«
cational and Public Health Activi«
ties .

ELIGIBILITY

AGENCY: General Services Adminis-
tration.

ACTION: Final rule,

SUMMARY; This directive amends
the FPMR by adding a definition for
the term “licensed,” and by clarifying
the meanings of certain other terms in
an effort to assist State agencies in de-
termining applicant eligibility for do-
nation of surplus personal property.
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EFFECTIVE DATE: August 25, 1978.

FOR FURTHER INFORMATION
CONTACT:

Mr. John I. Tait, Director, Regula-
tions and Management Control Divi-
sion, Office of the Executive Direc-

_ tor, Federal Supply Service, General
Services Administration, Washing-
ton, D.C. 20206, 703-557-1914.

Section 101-44.207 is amended to
. revise paragraphs (a) (2), (3), (16), and
(19) and add pa.ragraph (a)(14.1) as
follows:

§101-44.207 Eligibility. ~
* * * x *

(a) x X %

(2) “Approved” means recognition
and approval by the State department

. of education, State department of
health, or other appropriate authority
where no recognized accrediting board,
association, or other authority exists
for the purpose of making an accredi-
Jation. For an educational institution
or an educational program, approval
must relate to academic or instruc-
tional standards established by the ap-
propriate authority. An educational
institution or program may be consid-
ered approved if its instruction and
credits therefor are accepted by an ac-
credited or State-approved institution,
"or if it meets the academic or instruc-
tional standards prescribed for public
schools in the State; i.e., the organiza-
tional entity or program is devoted
primarily to approved academic, voca-
tional (including technical or occupa-
tional), or professional study and in-
struction, which operates primarily for
educational purposes on a full-time
basis -for 2 minimum school year as
prescribed by the State and employs a
full-time staff of qualifed instructors.
For a public health institution or pro-
gram, approval must relate to the
medical requirements and standards
_for the professional and technical ser-
vices of the institution -established by
the appropriate authority. A health
institution or program may be consid-
ered as approved when a State body
having authority under law to estab-
lish standards and requirements for
public health institutions renders ap-
. broval thereto whether by accredita-
tion procedures or by licensing or such
other method prescribed by State law.
In the absence of an official State ap-
proving authority for a public health
institution or program or educational
institution or program, the awarding
of research grants to the institution or
organization by a recognized authority
such as the National Institutes of
Health, the National Institute of Edu-
cation, or by similar national advisory
council or organization may constitute
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"approval of the institution or program

provided all other criteria are met.

(3) “Child care center” means a
public or nonprofit facility where edu-
cational, social, health, and nutritional
services are provided to children
through age 14 or as prescribed by
State law, and which is approved or 1i-
censed by the State or other appropri-
ate authority as a child day care
center or child care center.

*« L - L L 3

(14.1) “Licensed” means recognition

and approval by the appropriate State’

or local authority approving institu-
tions or programs in specialized areas.
Licensing generally relates to estab-
lished minimum public standards of
safety, sanitation, staffing, and equip-
ment as they relate to the construc-
tion, maintenance, and operation of a
health or educational facility, rather
than to the academic, instructional, or
medical standards for these institu-
tions. Licensing may be required for
educational or public health programs
such as occupational training, physical
or mental health rehabilitation ser-
vices, or nursing care. Licenses fre-
quently must ‘be renewed at perlodlc
intervals.

L . L J ] .

(16) “Museum’” means a public or
private nonprofit institution which is
organized on a permanent basis essen-
tially for educational or esthetic pur-
poses and which, using a professional
staff, owns or uses tangible objects,
whether animate or inanimate; cares
for these objects; and exhibits them to
the public on a regular basis either
free or at 2 nominal charge. As used in
this section, the term “museum” in-
cludes, but is not limited to, the fol-
lowing Institutions if they satisfy all
other provisions of this section: Aquar-
iums and zoological parks; botanical
gardens and arboretums; museums re-
lating to art, history, natural history,
science, and technology; and planetar-
iums. For the purposes of this section,
an institution uses a professional staff
if it employs full time at least one
qualified staff member who devotes
his or her time primarily to the acqui-
sition, care, or public exhibition of ob-
jects owned or used by the institution.
This definition of museum does not in-
clude any institution which exhibits
objects to the public if the display or
use of the objects is only incidential to
the primary function-of the institu-
tion. For example, an institution
which is engaged primarily in the sale
of antiques, objets d'art, or other arti-
facts and which incidentally provides
displays to the public of animate or in-
animate objects, either free or at a
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nominal charge, does not qualify as a’
museum.

. - » L d -

- (19) “Public health” means a pro-
gram or programs to promote, main-
tain, and conserve the public’s health
by providing health services to individ-
uals and/or by conducting research,
investigations, examinations, training,
and demonstrations. Public health ser-
vices may include but are not limited
to the control of communicable dis-
eases, iImmunization, maternal and
child health programs, sanitary engi-
neering, sewage treatment and dispos-
al, sanitation inspection and supervi-
slon, water purification and distribu-
tion, air pollution control, garbage and
trash disposal, and the control and
elimination of disease-carrying ani-
mals and insects.

L] 4 - - L

(Sec. 205(c), 63 Stat. 390 (40 U.S.C. 486(c)).)

Dated: August 11, 1978.

JAY SOLOMOKN,
Administratorof
General Services.

[FR Doc. 78-23894 Filed 8-24-78; 8:45 am]

[1505-01]
Title 43—Public Lands: Interior

CHAPTER 1I—BUREAU OF LAND
MANAGEMENT, DEPARTMENT OF
THE INTERIOR

[Circular No. 24321

PART 2920—SPECIAL LAND USE
PERMITS

Rules for Visitor Use—Other Than
Developed Recreation Sites

Correction -

In FR Doc. 78-4761, appearing at
page 7868 in the issue for Friday, Feb-
ruary 24, 1978, on page 7870, immedi-
ately below the signature, the amenda-
tory language for part 2920 was mis-
printed. The amendments fo part 2920
should have read as follows:

PART 2920—SPECIAL LAND USE
PERMITS
§2920.0-5 [Amended]
Subpart 2924 [Deleted]

1. Part 2920 is amended by deleting
§2920.0-5(e) and subpart 2924.
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[4310-55]
_Title 50—Wildlife and Fisheries

CHAPTER
AND WILDLIFE SERVICE, DEPART-
MENT OF THE INTERIOR

SUBCHAPTER  B—TAKING,  POSSESSION,
TRANSPORTATION,  SALE,  PURCHASE,
BARTER, EXPORTATION, AND IMPORTATION
OF WILDLIFE

PART 20—MIGRATORY BIRD
HUNTING

Early Seasons, Bag Limits, and Pos-
session of Certain Migratory Game
Birds in the Contiguous United
States, Alaska, , Hawaii, Puerto
Rico, and the Virgin Islands; Cor-
rection

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Correction of final rule.

SUMMARY: This document corrects
typographical errors in the season
dates for mourning dove hunting in
Texas, published by the Service on
August 11, 1978.

EFFECTIVE DATE: August 25, 1978.

FOR FURTHER INFORMATION
CONTACT:

John P. Rogers, Chief, Office of Mi-
gratory Bird Management, U.S. Fish
and Wildlife Service, Department of:
the Interior, Washington, D.C., tele-
phone 202—254-3207

SUPPLEMENTARY INFORMATION:
The amendments in this document
_correct typographical errors in.the
amendment to §20.103(b) of Depart-
ment of the Interior’s regulations as
published in the FEDERAL REGISTER at
43 FR 35902 on August 11, 1978 (FR
Doc. 78-22600).

50 CFR part 20 is amended by revis-
ing § 20.103(b) as follows:

In the table for the central manage-
ment unit at page 35902, August 11,
1978, the portlon pertaining to mourn-
ing doves in the north zone of Texas
that reads:

Texas: 2
North zone: Counties of

Kinney, Val Verde,

Terrell, Brewster,

Presidlo, Jeff Davis,

Culberson, Hudspeth, and

El Paso

Shooting hours:
12 noon until sunset........ Sept. 2, 3, 9, 10,
%2 hour before sunrise  Sept. 23-Nov. 1.

until sunset. Jan. 6-Jan. 21.
Remaindér of north zone:
Shooting hours: ¥z hour Sept. 1-0ct 21,
before sunrise until Jan. 6-Jan. 14,
sunset,

* * * * *

[—UNITED STATES FISH '
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is corrected to read:

Texas: 2
North zone: Counties of
Kinney, Val Verde,
‘Terrell, Brewster,
Presidio, Jeff Davis,
Culberson, Hudspeth, and

Sept. 1-Oct. 21.~
Jan. 6-Jan. 14.

E1 Paso.
Shooting hours:

12 noon until sunset........ Sept. 2,3, 9, 10.

% hour before sunrise =~ Remainder of the
until sunset., season.

Remalinder of north zone:

Shooting hours: ¥% hour Sept. 1-Oct. 21.
before sunrise untit Jan. 6-Jan. 14.
sunset.

= » * ® »
AUTHORSHIP

The primary author of this docu-
ment is Henry M. Reeves, Office of
Migratory Bird Management, working
under the direction of John P. Rogers,
Chief.

Economic InracT REVIEW

The Service has determined that
this document does not contain a
major proposal requiring preparation
of an economic impact statement

under Executive Order 11949 and
OMB Circular A-107.

Dated: August 22, 1978.
Harvey K. NELSON,

Acting Director,
U.S. Fish and Wildlife Service.

[FR Doc. 78-23941 Filed 8-24-78; 8:45 am]

[4310-551
PART 32—HUNTING

‘Ravalli National Wildlife Refuge,
Mont.

AGENCY: U.S. Fish and Wildlife Serv-
ice, Department of the Interior.

ACTION: Special regulations, migra-
tory game bird.

SUMMARY: The Director has deter-
mined that the opening to migratory
game bird hunting on the Ravalli Na-
tional Wildlife Refuge is compatible
with the objectives for which the area
was established, will utilize a renew-
able natural resource, and will provide
additional recrea.tlona.l opportunity to
the public.

EFFECTIVE DATE: September 30,
1978.

FOR FURTHER INFORMATION
CONTACT:

Robert C. Twist, Refuge Manager,
No. 5, Third Street, P.O. Box 257,

. Stevensville, Mont. 59870, 406-777-
5552,

§32.12 Special regulations; migratory
game birds; for individual wildlife
refuge areas.

MONTANA

RAVALLI NATIONAL WILDLIFE REFUGE

The hunting of ducks, geese, coot
and mergansers will be permitted on
portions of the Ravalll National Wild.
life Refuge during the regular migra-
tory bird hunting season, from Sep-
tember 30, 1978 to December 31, 1978,
and shall be in accordance with all ap-
plicable State and Federal regulations
subject to the following additional spe-
cial conditions:

1. All hunters must enter the public
hunting area through appropriate
check stations.

2. Hunters will be limited to 3 shells
per duck of the daily bag limit, for a
total of 21 shells per hunter per day.

3. Hunter selection for opening day
and for the two following weekends
will be made by a drawing held prior
to opening day.

4. All hunters must set blind selec-
tion pointer to “taken” upon selecting
a blind, and return blind selection
pointer to “open” upon leaving the
hunting area.

5. Placing blind selection pointer to
“taken” determines the occupant of
the blind. )

6. During periods of high hunter
demand, as determined by the Refuge
Manager, hunters will be limited to
one period only during a day:

Period No. 1: Start of shooting hours
to 12 noon.

Period No. 2: 1 p.m. until clos¢ of
shooting hours.

7. Hunters must be within 10 feet of
designated blind sites while attempt-
ing to take and taking of waterfowl
game birds.

8. Blind sites will be limited to five
hunters each.

9. A designated area will be open to
the taking of ducks, geese, coot and
mergansers by means of falconry from
the opening of the migratory water-
fowl season through November 26,
1978. No firearms may be carried in
this area.

10. The public hunting area will be
closed to enfry from 1 hour after
sunset until 12 hours before sunrise.

11. No fishing equipment of any type
will be permitted on the public hunt-
ing area.

12. Boats are not permitted

The hunting area is designated by
signs and delineated on maps available
at Refuge Headquarters, No. 5, Third
Street, Stevensville, Mont., and from
the Area Manager, U.S. Fish and Wild-
life Service, Room. 3035, Federal Build-
ing, 316 North 26th Street Billings,
Mont.

The provisions of these special regu-
lations supplement the regulations
which govern hunting on wildlife
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refuge areas generally and which are
set forth in Title 50, Code of Federal
Regulations, Part 32, and are effective
through June 30, 1979.

Nore.—The U.S. Fish and Wildlife Service
has determined that this document does not
contain a major proposal requiring prepara-
tion of an economic impact statement under
Executive Order 11949 and OMB Circular

A-10T7.
ROBERT C. TWIST,
Refuge Manager, Ravalli Na-
tional Wildlife Refuge, Ste-
vensville, Mont.

Avucusrt 18, 1978.
[FR Doc. 78-23952 Filed 8-24-178; 8:45 am]

[4310-55]
PART 32—HUNTING

Opening of Medicine Lake National
Wildlife Refuge, Montana to Migra-
tory Game Bird Hunting

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Special regulation.

SUMMARY: The Director has deter-
mined that the opening to migratory
game bird hunting of the Medicine
Lake National Wildlife Refuge is com-
patible with the objectives for which
the area was established, will utilize a
renewable natural resource, and will
provide additional recreation opportu-
nity to the public.

DATES: September 1, 1978, through
December 31, 1978.

FOR FURTHER INFORMATION
CONTACT:

Jay R. Bellinger, Refuge Manager,
Medicine Lake, Mont. 59247, tele-
phone 406-789-2305.

SUPPLEMENTARY INFORMATION:
Migratory game bird hunting is per-
mitted on the Medicine Lake National
Wwildlife Refuge, Montana, only on the
area designated by signs as being open
to migratory game bird hunting. This
area comprises 10,163 acres and is de-
lineated on maps available at the
refuge headquarters and from the
office of the Area Manager, U.S. Fish
and Wildlife Service, Federal Building,
Room 3035, 316 North 26th Street,
Billings, Mont. 59101.

§32.12 Special regulations; migratory
birds; for individual wildlife refuge
.- area.
Hunting shall be in accordance with
all applicable State regulation subject
to the following conditions:

1. Vehicle travel is permitted only on .

designated trails.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge
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areas generally which are set forth in
Title 50 Code of Federal Regulations,
Part 32. The public is invited to offer
suggestions and comments at any
time.

§32.22 Special regulations; upland game
birds and jackrabbits; for individual
wildlife refuge areas.

Upland game bird and jackrabbit
hunting is permitted on the Medicine
Lake National Wildlife Refuge, Mon-
tana, only on the areas designated by
signs as being open to upland game
hunting. These areas comprising
10,163 acres are delineated on maps
available at the refuge headquarters
and from the office of the Area Man-
ager, U.S. Fish and Wildlife Service,
Federal Building,
North 26th Street, Billings, Mont.
59101. Hunting shall be in accordance
with all applicable State regulations
subject to the following condition:

1. Vehicle travel is permitted only on
designated trails.

The provisions of this special regula-
tion supplement the regulation which
govern hunting on wildlife refuge
areas generally which are set forth in
Title 50 Code of Federal Regulations,
Part 32. The public is invited to offer
suggestions and comments at any
time.

§382.32 Special regulations; big game; for
indiyiduul wildlife refuge areas,

Big game hunting is permitted on
the Medicine Lake National Wildlife
Refuge, Montana, only on the areas
designated by signs as being open to

. big game hunting. These areas coms-

prising 10,163 acres are delineated on
maps available at the -refuge head-
quarters and from the office of the
Area Manager, U.S. Fish and Wildlife
Service, Federal Building, Room 3035,
316 North 26th Street, Billings, Mont.
59101, Hunting shall be in accordance
with all applicable State regulations
subject to the following condition:

1. Unlimited vehicle travel is permit-
ted only on county roads. In the hunt-
ing areas, vehicle travel is permitted
only for the retrieval of deer on desig-
nated retrieval roads.

2. Horses may be used only for the
retrieval of big game.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge
areas generally which are set forth in
Title 50 Code of Federal Regulations,
Part 32. The public is invited to offer
suggestions and comments at any
time.

.Nore.—The U.S. Fish and Wildlife Service
has determined that this document does not
contain a major proposal requiring prepara-
tion of an economic impact statement under

Room 3035, 316 °
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Executive Order 11949 and OMB Circular
A-107.

JaY R. BELLINGER,
Refuge Manager.

AvucusT 8, 1978. ~
[FR Doc. 78-23949 Piled 8-24-78; 8:45 am3

[4310-55]
PART 32—HUNTING

Opening of National Elk Refuge,
Wyoming to Big Game Hunting

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Special regulation.

SUMMARY: The Director has deter-
mined that the opening to elk hunting
at the National Elk Refuge is compati-
ble with the objectives for which the
area was established, will utilize a re-
newable natural resource, and wiil pro-
vide additional recreational opportuni-
ty to the public.

DATES: October 28, 1977, through De-
cember 8, 1978. .

FOR FURTHER INFORMATION
CONTACT:

John E. Wilbrecht, Refuge Manager,
National Elk Refuge, P.O. Box C,
Jackson, Wyo. 83001, 307-733-26217.

SUPPLEMENTARY INFORMATION:
Public hunting of elk on the National
Elk Refuge, Wyoming is permitted
from October 28 through December 8,
1978, only on the area designated by
siens as open to hunting. This open
area, comprising 16,327 acres, is delin-
eated on maps available at refuge
headquarters, Jackson, Wyo. and from
the Area Manager, U.S. Fish and Wild-
life Service, Federal Building, Room
3035, 316 North 26th Streef, Billings,
Mont. §9101.

§32.32 Special regulations; big game; for
individual wildlife refuge areas.

Hunting shall be in accordance with
all applicable State regulations cover-
ing the hunting of elk subject fo the
following special conditions:

(1) A special permit is required in ad-
dition to a valid 1978 State elk hunt-
ing license. One hundred twenty spe-
cial permits (for three hunt periods
each week) shall be issued to appli-
cants by drawing at refuge headquar-
ters at 3 p.m. on Fridays, October 27,
November 3, 10, 17, 24, and December
1, unless area 77 season closes earlier.
Forty permits will be valid for Satur-
day and Sunday; forty permits valid
Monday and Tuesday; forty permits
valld Wednesday, Thursday, and
Friday each week.

(2) Applicants for a special permit
must have a hunter safety certifica-
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tion or a current hunter safety in-
structor card.

(3) Persons successful in drawing a
permit may not draw again in succeed-
ing drawings; but may apply for unis-
sued permits available after- each
drawing. .

(4) Persons without permits may ac-
company special permit holders, but

possess a firearm. Anyone entering
hunt area must wear fluorescent
orange exterior garments.

(5) Permits will be revoked in the
event of a violation of refuge regula-
tions and can result in denial of future

RULES AND REGULATIONS

privileges on the refuge.

(6) Access to the refuge is only
through the main gate east of refuge
headquarters in Jackson.

('7) Vehicles must be parked only in

- designated parking areas.

(8) All motorized travel is prohibited
in the hunt area, except that vehicles

+ will be permitted on designated trails
only permit holders are allowed to -

after 4:15 p.m. to dark each day to fa-
cilitate retrieval of elk killed. Horses
are permitted.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge
areas generally which are set forth in

. Title 50 Code of Federal Regulations,

i Part 32. The public is invited to offer
suggestions and comments at any
time.

E Nore.~The U.S. Fish and Wildlife Servico
has determined that this document does not
! contain a major proposal requiring prepara«
~ tion of an economic impact statement under
; Exizgllxtive Order 11949 and OMB Circular

JoHN E. WILBRECHT,
Refuge Manager.
AvuGusT 4, 1978.

[FR Doc. 78-23950 Filed 8-24-78; 8:45 am]
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This section of the FEDERAL REGISTER contains nofices fo the public of the proposed issuance of rules and regulstions, The purpose of these noticesis to
give interested persons on opportunity fo porticipate in the rule moking prior fo the adepticn of the final rules.

[3410-05] ‘
DEPARTMENT OF AGRICULTURE

Agricultural Stabilization and Conservation
Service

Commodity Credit Corporation
{7 CFR Paris 728 and 1421]
1979 FEED'GRAIN PROGRAM

Proposed Determinations Regarding Inclusion
of Barley and Ocls in Feed Grain Program,
National Program Acreages, Program Alloca-
tion Factors, Set-Aside, Diversion Payments,
Limitations on Planted Acreage, Loan and
Purchase Levels, and Established (Target)
Prices ’

Note.—This document originally appeared
in the Feperar REGISTER for Wednesday,
August 23, 1978. It is reprinted in this issue
to meet requirements for publication on the
Tuesday/Friday publication schedule as-
signed to the Agricultural Stabilization and
Conservation Service. (See- OFR Notice 41
FR 32914, August 6, 1976.)

AGENCY + Agricultural Stabilization
and Conservation Service, Commodity
Credit Corporation; Agriculture.

ACTION: Proposed rule.

SUMMARY: The Secretary of Agricul-
ture proposes to make the following
determinations with respect to the
1979 crops of corn, sorghum, barley,
and oats: (a) Whether barley and oats

should be included in the feed grain_

program; (b) The amount of the 1979
national program acreage; (¢) The re-
duction from previous year's harvested
acreage required, if any, to guarantee
target price protection on total 1979
planted acreage; (d) Whether there
should be a set-aside requirement and
if so, the extent of such requirement;
(e) Whether there should be a land di-
version program, and if so, the extent
of such diversion and level of pay-
ment; () If a set-aside or land diver-
sion program is required, whether a
limitation should be placed on planted
acreage; (g) The loan and purchase
.levels for the 1979 crops of feed grains
(corn, sorghum, barley, oats, and rye),
.and soybeans, including commodity
eligibility, storage requirements, pre-
-miums and discounts; (h) established
(target price); and (i) CCC minimum
resale .price and other related provi-
sions necessary to carry out the loan,
purchase, and payments programs.
Most of the above determinations
are required to.-be made by the Secre-
_ tary on or before November 15, 1978,

in accordance with provisions in sec-
tion 105A of the Agricultural Act of
1949, as amended.

DATES: This notice invites written
comments on the proposed determina-
tions. Comments must be received on
or before October 10, 1978 to be as-
sured of consideration.

ADDRESS: Acting Director, Produc-
tion Adjustment Division, ASCS,
USDA, Room 3630, South Building,
P.O. Box 2415, Washington, D.C.
20013.

FOR FURTHER INFORMATION
CONTACT: Orville I. Overboe (ASCS),

" 202-447-7987, Paul Meyers (ASCS),

202-447-8373.

SUPPLEMENTARY INFORMATION:
The following determinations with re-
spect to the 1979 crops of corn, sor-
ghum, barley, and oats are to be made
pursuant to section 105A of the Agri-
cultural Act of 1949, as amended by
the Food and Agriculture Act of 1977
(Pub. L. 95-113) hereafter referred to
as the “Act”, and with respect to the
1979 crop of soybeans pursuant to sec-
tion 201 of the act.

PROPOSED DETERMINATIONS

a. Whether barley and oats should be
included in the feed grain program.
Corn and grain sorghum are required
to be in the feed grain program; how-
ever, the Secretary has discretionary
authority concerning the inclusion of
barley and oats.

b. National program acreage. Sec-
tion 105A(dX1) of the act requires
that the Secretary proclaim a national
program acreage for each of the 1978
through 1981 crops of feed grains. The
proclamation shall be made not later
than November 15 of each calendar
year. The national program acreage
for each feed grain in the program
shall be the number of harvested acres
the Secretary determines (on the basls
of a national average yield) will pro-
duce the quantity (Iess imports) that
the Secretary estimates will be utilized
domestically and for exports during
the 1979-80 marketing year. The na-
tional program acreage may be adjust-
ed by an amount the Secretary deter-
mines will accomplish a desired in-
crease or decrease in carryover stocks.

The U.S. feed grain stock objective is
set at 5.7 percent of world feed grain
consumption, an amount judged to be
our “fair” share of world feed grain
stocks. Using this formula, our stock

objective is approximately 41 million
metric tons as of September 30, 1980.
Estimates of the national program
acreage required to meet this objective
are requested from interested persons,
together with appropriate explanatory
material. Comments on the appropri-
ate level of feed grain stocks are also
requested.

¢. Voluntary reductlion from previous .
year’s harvested acreage. Section
105A(dX(3) of the act provides that the
1979 crops of feed grain acreage eligi-
ble for payments shall not be reduced
by application of an allocation factor
(not less than 80 percent nor moare
than 100 percent) if producers reduce
the acreage for any crop of feed grains
planted for harvest on the farm from
the previous year by at least the per-
centage recommended by the Secre-
tary in bis proclamation of the nation-
al program acreage.

The determination of the 1979 na-
tional program acreage simultanecusly
determines the reduction in acreage
from 1978 to 1979 that will be re-
quired, if any, for a producer to quali-
fy for target price protection on all
acreage planted in 1979. Only if the
national program acreage for 1979 is
less than the national harvested acre-
age for 1978 will producers be required
to reduce acreage in 1979 to be eligible
for full target price protection on 100
percent of their acreage.

d. Determine whether there should be
a set-aside for 1979, and if so, the pro-
portion of acreage to be set-aside. Sec-
tion 105A(£)(1) of the act provides that
the Secretary shall provide for a set-
aside of cropland if he determines that
the total supply of feed grains will, in
the absence of a set-aside, likely be ex-
cessive taking into account the need
for an adequate carryover to maintain
reasonable and stable supplies and
prices in order to meet a national
emergency. The Secretary is required
to announce a set-aside program nof
later than November 15, 1978, for the
1979 feed grain crops. If a set-aside of
cropland Is in effect, then as a condi-
tion of eligibility for loans, purchases
and deficiency and disaster payments,
producers must set-aside and devote to
conservation uses an acrezge of crop-
land equal to the announced set-aside
percentage times the acreazge of feed
grain crops planted for harvest in
1979.

Interested parsons are encouraged to
advise the Secretary on the need for a
1979 feed grain set-aside program and
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the appropriate proportion of acreage
to be set-aside if deemed necessary,
taking into account the above factors.

e. Determination of whether lhere
should be a land diversion require-
ment and, if so, the extent of such di-
version and level of payment. Section
105A(£)(2) of the act authorizes the
Secretary to make land diversion pay-
ments to producers of feed grains,
whether or not a set-aside is in effect.
Land diversion payments may be made
if the Secretary determines they are
necessary to assist in adjusting - the
total national acreage of feed grains to
desired goals. If land diversion pay-
ments are made, producers will be re-
quired devote to approved conserva-
tion uses an acreage of cropland equal
to the amount of such land diversion.
Land diversion payment levels will be
determined by the Secretary.

Land diversion payments may be es-
tablished at a flat offer rate (specific
rate per bushel times farm program
yield) or through the submission of
bids by producers.

If it is determined necessary to make
land diversion payments in 1979, full
consideration will be given to the pro-
cedure of submitting bids in determin-
ing appropriate payment rates as an
alternative to the offer rate system. In

determining the acceptability of bids,-

the Secretary would take into consid-
eration the extent of the diversion to
be undertaken and the productivity of
the acreage being diverted. Interested
persons are encouraged to address the
need for the appropriate terms and
conditions and the pros and cons of a
land diversion program either in place
of or in combination with a set-aside
program for 1979.

£. Limitation on planted acreage:
Section 105A(£)(1) of the act provides
that the Secretary may limit the acre-
age planted to feed grains, if a set-
aside is in effect. Such limitation is to
be applied on a uniform basis to all
feed grain producing farms. If a land
diversion program is announced, 1979
plantings may be limited to a percent-
age of the previous year's acreage. In-
terested persons are invited to com-
ment on the pros and cons of using
these provisions.

g. Loan and purchase levels. (1)
Corn—Section 105A(a)(1) provides
that the Secretary shall make availa-
ble to producers loans and purchases
at such level, but at not less than $2
per bushel for the 1979 crop of corn,
as he determines will encourage the
exportation of feed grains .and not

result in excessive total stocks of feed -

grains in the United States: Provided,
That if the Secretary determines that
the average price of corn received by
producers in the 1978 marketing year
is not more than 105 percent of the
level of loans and purchases for corn
for the 1978 marketing year, the Sec-

PROPOSED RULES

retary may reduce the level of loans
and purchases of corn for the 1979
marketing year by an amount the Sec-
retary determines necessary to .main-
tain domestic and export markets for
grains, except that the level of loans
and purchases shall not be reduced by
more than 10 percent in any year nor
below $1.75 per bushel.

(2) Other Feed Grains. Section
105A(a)(2) provides the Secretary
shall make available fo producers
loans and purchases for the 1979 crops
of barley, oats, and rye at such level as
the Secretary determines is fair and
reasonable in relation to the level that
loans and purchases are made availa-
ble for corn, taking into consideration
the feeding value of such commodity
in relation to corn and other factors in
section 401(b) of the act, and on each
crop of grain sorghum at such level as
the Secretary determines is fair and
reasonable in-relation to the level that
loans and purchases are-made availa-
ble for corn, taking into consideration
the feeding value and average trans-
portation costs to market grain sor-
ghums in relation to corn.

(3) Soybeans. Section 201(e) provides
the price of the 1979 crop of soybeans
shall be supported through loans and
purchases at such levels as the Secre-
tary determines appropriate in rela-
tion to competing commodities and
taking into consideration domestic and
foreign supply and demand factors.

h. Established (target) price. Section
105A(bX1) (A), (B), and (D) provides
that the Secretary shall make availa-
ble to producers, as applicable, pay-
ments for the 1979 crops of corn, grain
sorghum, and if designated by the Sec-
retary, oats and barley. The 1979 es-
tablished (target) price for corn shall
be the 1978 target price ($2.10 per
bushel) adjusted by-the change in the
2-year moving average of variable, ma-
chinery, and general farm overhead
costs. The payment rate for grain sor-
ghum and, if designated by the Secre-
tary, oats and barley, shall be such
rate as the Secretary determines fair
and reasonable in relation to the rate
at which payments are made available
for corn. .

The Emergency Agricultural Act of
1978 provides that the Secretary may
increase the established (target) price
for feed grains over the level provided
by the Food and Agriculture Act of
1977 to combensate producers for par-
ticipation in a set-aside program.

i. Other related provisions. The Agri-
cultural Act of 1949, as amended, also
requires a number of other determina-
tions in order to carry out the feed
grain and soybean loan and purchase
p